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Changes and Future Development in the Sumika Technoservice Corporation

Format of Dossier to be Submitted for the
Approval/Renewal of Approval of Active
Substances Contained in Plant Protection
Products in the European Union: Part 2

Regulatory Affairs & Chemical Safety Center
Hiroko HArRADA
Mio TATsU
Mika OTa

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.

ECBHIC

Bl PR #E A (European Union: EU) THO F ¥
(Dossier) Okt (Format) OUET % HiMy PR E
(Plant Protection Product: PPP) f&4r (Directive)
T ORI PSS (Organisation for Economic
Co-operation and Development: OECD) K ¥ ko
BAE TS L 72 PPPIEAICE &b > 7-PPPHL
HI (Regulation) F T, {HEME (Active Substance:
AS) @K (Approval) 7517 T2 K HEH (Renewal
of approval) TH N ZOMPLEII R -7z F72
PPPHHIT T7— ¥ ZERAMEIE SN /22 £ TOECD F
VIMAZOEFETOR YR ol ED
72®EUTIZOECD F¥ k2 & 6 7% 2 WET BN %
ol Ny a T4 L9110 o7, 5122021
D P ORI N 2 HH ORI 2 7 + —~< >
eV T I ITTHEBINDS L) Ro72,

N ZOREADRE P LET SN0 T, KGRI
WP L2 P 2okl L AR EHFHFETRBT S K
VEIOKRADP R, KEEFICIF P IOFIEL
RN ool b, VI M T 2 L7
FYZOERTIEY 7 b7 27 ~OREHO AT OFH
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MWD X7z,

LT 7 7 - A S TR REEUICBIT
% PPPDASHKFE/ FKFE D THIUB I HER AL 2 52
i U KGR/ KR H 3% & 47> T & 720 PPPOASK
R/REEHHICERET 5 FyagEdr ok Hicdw
R AN DOTERBINEL TE 7,

A TIIZOEMED &I, EURYIER A A F
I 4 Y19984EYETIRPOECD F ¥ X cu & s T
WMEE NS DORENZDOHOUEITED X H I
THB SN2V TS 5,

A S T SR EAL S AR L 72 Akl R 5
BRI E OB TR IR E12onTh, Ky i
Ho7r—<v v 77 efniz by it
EEBITHERT B0 o, W LS NHMLT T
L — bAOTEHA TR i B 2 O T TR IS &
0 IFR DARFEIF N AR D57 77 & B AT g
W7o TELIER P Y I/ERDA ORI b FHT %,

OECDK Y I#NEABDEUTOR Y THRXDKET

ZOICTEEBL L 72 X9 (TH PR B o> LT B

4 5384 (Directive concerning the placing of plant
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e

protection products on the market: PPP Directive)
91/414/EEC? T Ti&. 20044£10 H8H ) 3¢ #Sanco/
10518/2004 [154791/414/EECHEE (Annex) IIZi%
PEWEIGR (B5553L #8%:2) D20 DREER Y TD
PERCE RSB L TR B X U8 o R B
T 5HEZ B4 (Standing Committee on the Food
Chain and Animal Health) TERO A A K54 ~ |
3 ETYT20044E12H 31 H 20 53 @ F ¥ TIZOECD
BTN 2 LRl M 7ze HBLASIZE L TIZOECD
o F Yy ZhPIcs & Z TS Tnwb 2 e dish
Tw/z,

OECDIHEM TH 7 — & ZRIFH D@D H 5 72
WO, FYIPEENEIDPDOF 2y 7 DT +—L4T
HHLFOOHN, 3FHHEAFHDO 7+ —2THDHAS
RIS T 27— 7 ZRIEH, FRGIIHIRT 27—
FERHEHIZOWTHER/ RO RELF 2 v 7§
57+ —2hix, OECDO K44 %~ A (Dossier
Guidance) "@ 2 (Appendix) IZIZBWENTES
T AED LEEZ V—T7oBHIN)E (regulatory
authorities) TG U THERT 5 & &7z,

20044FE10 H 8 H AT X FHSanco/10518/2004 %5 3¢k
T2k, OECD#HF 5 ¥ A7 4 (OECD numbering
system) ZHHL2F v 2 HDO T + — L DFEEDIIR
SN, INSHDOT +— 21320051 H1IH ST %
ZEHRWESNT Wz, FBHASITE L TIIBEICHEH
LTIwEifiinTtnic, 2OF 2y 7O T 4+ —
LIOECDHEZ VAT AREHLTEY., EUDOT—%
BRI WT— Y HHOEREN TSI L LEUN
DFYITOF =y 7 OPNFIZ%R D LI ICEUDOE T > A
TALEEFNTVAEA, 20064E1AIH SR Py i
OECDH G Y AT A% M L TIRRT 2 Z LA S
Nn<Twiz,

EBIC ARSI NIALEWEASICHIET 57— 7 %
KEHF v 7H 7+ —4 [FY ey s
WO 7 4 — 25— 28— 83 3Rl 7 + — 23 : fHEE
A : B ] DL b= ASE A B IS T
HF—FBREHF 2y 77 4 — 4 [ Fyosstk
Fxy ZIHHD T 4 — 25 —s3— b4 5l 7 4 — 2
4 MHRHEIIA : R O F Y fElr 4 K5
4 >1663/V1/94019984E4 H 22 A 458k ET" D 30
D3IFHEAFHD 7+ —2%0ECDF Y ZH A &V A
DRNFEKBIZERDOECD T — % R4 ¥ Mo &/
B 4 FIVICHE THER L7 D TH o720 OECD
OFEFIKINTHEUDOHFE TR VE T AT [#] 28
IRENTW 2,

LW EHDOECD Ry A Y AL 3R e D,
WMAWH R Y ZHA Y v AIBL 72 0E EZFD
T HRAZEDEH Y ZH A7 v ATk, F2v ¥
HAO7+ =2 THELEODIFHEAFHD 7 + — 24
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AR EN T2, EUTOMEWH N ZOF = v
JH7 =2 CE LFWEHF Y Z0F =y
77 %=L LFABRDOECDEF S LEUFE S & Bt L7z
74— DDA ASICHIG T 5 T — 7 ERIEHF = v
IRT7 A=A [ FY2meWF =y 7107 +— 24
—%— 3 FHili 7 4 — 23 S EIIB : kB 10
EMAMASEA BN T 57— & ERIEH F = v
74+ —A [ Ryl F =y 7 1fliio7 +—
=78 — N7+ — 24 1 B EINB © SUERHS
WL LT, AFEN2, LA LA2S, EUT
&7 2 uE & ZOMIEREEDE LA WEASISE
INL20, 720%E Y EFOMIGIIEEWRH N
IIHELTF 2y 7 74— LM SN Do 720

PPP#%91/414/EECDOPPP#iAI1107/2009(C &
BPEEMAICHD MY TR OWET

PPP#§491/414/EECiE. 2009411 H24HICE
it (Official Journal: O]) IZAE 2N 7-PPPHLHI
1107/2009'12 & 9 20114E6 T 14 H %> & L S 7z

(BLHI1107/2009%5835%) - PPPELHI1107/20091%
20114E6 H14H 2 SN 5 2 &% -7z (HH
1107/2009%5845%) . PPPHR4 2kt L CHliH S 5
WA (transitional measures) & ZFD5MDHIE
Sz (BHII107/200945805%) DT, fE i A F
SN B A UAMIPPPEIILI07/2009%%8 H S 7z,

PPP#491/414/EEC ME#H CTiRE SN TWizH
EIXPPPHLAITI07/20090 38 % H A 5184 H LANIZ
WINZEE 4 (European Commission) (2 & )RS
NBMNDOEWNILEIIBITTAIEIIED, AST—
FEREPPPT — ¥ HROBEIX, AST — ¥ Bk
#HI (Regulation on data requirements for AS: AS
Data Requirement Regulation) &PPP7F — % ZE5RHL
HI (Regulation on data requirements for PPPs; PPP
Data Requirement Regulation) & L T20114E6H14H
FTICRINRT HZ Lo/ GRAIN107/2009%4584 5%
(b)c) o 201146 H11HIZOJ AR ENIZAST — & Bk
BII544/2011" & PPP7— & LR BiHI545/2011 11X PPP

§991/414/EECH IR EIIE I ZNEFNDONE * EY

WM ZH R &, 2D72H0ECD Y =
AT VABIOMEYH N ZAAL 5 2 ZADRIFEED
=14 &= M OEUD 7 — & ERIEH (2B
TAHETIIZ O ETIRE T h o7z,

PPP#54791/414/EECTII T — # ERITH I T 5
MU TR ZIZED L HERICH LTI E R
%< BEAFASORAEICE D B HEIR B2 Z/E A A
FIAYTRITIZEDLERMPRENT, PPPH
HI1107/2009 F CTHE SN F Y IZED B HEHRICIE
PPP#54791/414/EECIZ B L 72 BLHI TR S 7z ¥k
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EFRLERD G EN TV, F-ERdbamsh
72 (BHI1107/2009%585%) o
PPPHHIT1107/2009F Tix. KiZASD H4}
(derogations) & LTIV A2 AS, #HAYWE (Basic
substances) & UMM (Candidates for Substitution:
CfS) »H7-iahms sz,
1) A2 7 ASIZPPPHLHN1107 /20090 & FHITD AR £ >~
FoDH W FEHEIZ 3 L2 AS (BHIT1107/200945225<
2). MEEIIRA >~ F5) . CISIZMBEEIOKRA ~ M
OFIWFHLHET D PL IS L72AS (BHI1107/2009%
245:(1) MEEIIRA » M) THHH. P ZIZlv
% M2 I ZPPPHIHILI107/20094585c 5@ S s (I
1107/2009%52252(2). £524522) o
L LA s, EARYEIIGPPPHIITI07/2009458
ZALWH SN, fo THARYHEICE L T, W%
OB F Y LW UKD B ZofEp & i
ZOR SNV,
SARPPRNE, DLT OSMICEEN T 5 ASTRBIIMIC
WA 22 (HHI1107/2009552355(1)(2)(b)(e)(d)) o
- RS (a substance of concern) Tl
- N IAERTEL, AR, SRR A A LD &
I BEAHOMWED R
- BRI REE B & LT R v,
ZFNTOHEED LIZZ0OWE & ¥l 2 a5 2
SR S B ELN & LT CHEM AR # 2
R LT Ed S h T v n

HRFEBH G SN A TS E ORKEHGE L 138 7%
N, LFoEHRTH S HHI107/200955235(3)@)b)) o
-« ZOIEARYPE O % B3 2 oMo I [F ki
WHto TEIiS Nzt b L k@ or,. b
U IEBRBRICAE UTS 2 B9 % T
e bD L IBEWOmEE, b L IEREICA LS
BT B E DM BRI H
EARWEOAKBERFE N OT > 7L — M. 201344
H3HAFCESANCO/10363/2012 THLHI1107/2009%523
F\HE - TRB SN IAYE OHGEFMICEE§ 5 1E
R BISETVOMIBENR S,
COETETORBICLIBEZDOF YT L— M
ASOEFM 2 (Assessment report) DA% 312
LCTwiz, 77— MIHEENTVWLIHA (item) T
LETHMEEDHL LD TH R, EfIFERE7—%
EYRTHDDTH Lol Higa Db AHHIZEL
THH &N\ (not applicable) « & L {IZBEITHR W
(not appropriate) £ #Ez X, [BHITLW] &id
LABEZEIEZB0OMHEMNTEIZTICTE, F%
SRIFHICB$ 2 3N CH PR ST,
Table 1IR$ &9 IZHEAWE ORERGHOT >~
T = FTREINTVDLLHFER T — 7 ZRII AW E
ASH NS Z e R B EDZR D A7 L D g L S
NTwi, AST — & 2R #II544/2011%°PPP T — %
SRHINS45/2011TO 7 — & Bk X ) EoRIEH 23 7%
M otze WHEAEHED L IWH & MR THRHF 2 S

1K 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)

Iﬂfgfm?j{i‘)“ to be included "Bygic 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 II)

AS PPP

1 Identity 1 Identity

2 Physma} and chemical 2 Physical and chemical properties
properties

3  Dat licati
3 Further information ata on fipp e 1(.)n
4 Further information

4 Analytical methods 5  Analytical methods

- (No section allocated) 6 Efficacy data

5 TOX{cologlcal and metabolism 7 Toxicological studies
studies

6 Residues in or on treated 3 Residues in or on treated products,
products, food and feed food and feed

7 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 Section:
Sections 7 and 8 9 and 10

10 Classification and labelling 1z Eurther 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)

9 of the substance to be approved as basic
substance

7 (Title only)
3 Effects on non-target species
S (substance/product not indicated)
'AS only Overall conclusions with respect of eligibility

/A““ex 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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MRS 2B THHSRS 720, ASEHGDF—
FCT T L= IR0t ThWidoiz, SR
$ (Supporting Documentation) T& % LHA-JIZ7%
BT BHEMOKHGPEREIN T otz RV T
DOREJE (Tier) IIEE (summary) & BEEIIEE > —
FEAZ LTI L2 ISR Lo R B H5 0 )
A MY T2 A &AL ODFEARYEASOH
HEHTH o7 FHiliREFOMEEZLICLTnD 7
O, BELINVEHREEIEIN TR o7,
FARWE DA O T 7 L — FSANCO/10363/
201245782 3113 1% 12 20144E3 H 21 H AT 4598 5T CHHT &
. MEEIOT Y7L — MIETOETEN I,
PPP#491/414/EECTF TlX. FY T CTHT
HIEE LT RS E (Literature Review
Report) OLEMIZIAMICTEKR SN TV Aoz F
VINEE AT A KT 4 1663/V1/940019944E8 A 3 H A4
58427 (Rev.5) & L < 13199541 H 31 HAS #6247
Tl HEEEDZDFEE A TR D0 L Wik
B B SR I, $R IS 2 SRR R SRR & 13 )
DY A MBS 5 LS Twizds, TR
AR OWGHELR LFER SN TV Ao, FY
IVER A A R4 ~1663/V1/94019984E4 H 22 H 4} 558
WEIROECDD F ¥y A ¥ v A, AEWH N
A ABIUT7 2 0E Y EZFOMIERESEWER I
VIHAT VAT, ZORY A NDIEKIZH Tz T
HFEE 3R 22 SO 2 EZ M L 20 Ud R S vk
LTz, VA MEEH, LT —F RX—
ADFEE. AR OMEH HO®P, SiHEOHK %3

L72WB 2o, & LU TR Lz —
T—FEFRTHELEALBLINT VI, LELEDS,
SCHRF A IZ B D MO BN EEEo A4 Ko 4~
RHAF Y AFUNIREN T h o 72,

PPP#HHI1107/2009 T F ¥ =29 % M2 T,
ASB LU Z0MEMHY (relevant metabolites)
B A MEE, BRIBER X ORI A A ORI R IW 5
BRI S 5 SCHk Tl U A & 2V 7o B A 2R S0k

(Scientific peer-reviewed open literature) & KM
BN E4AE (European Food Safety Authority:
EFSA) IZX @b, Fy gt i 5# 104
DINIZALZOHRIE, HEEEICL > TR TiZEmE
ENhTwb (BHANI107/20094:845()) o

20114E2 H 24 HWHRIRDEFSAD 4 7 >~ A [HLHI
1107/2009 F @ S EEIGVEY) B K72 C O LA % 2T
7 RHER AR SR OS] R SCE R E 2 2R
AR ORFER BN 2R Fy Tl
DEHICHETE2PARENT VDL, TOHTALF VA
WA BEBEOME 2 EORBIRENT VD,
DAY 2 AN THER T & STk A s 5 128
5t a vk KErTable 212/R7,

HAYT L ADRAE R A+ LI OELDE
LI Ry ClECHKE LTI L, SRR s
EFELLEKE LTRRNTAE N7,

B, HEARYEIZE L CIZPPPHIHIT07/20094585%
OFYTICHETABZEZEE I N RO T, 201142
H24 B RIRODEFSAD I A 5 2 ANt - 7= kA
WEFOERITERE 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

aumber 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).

document has been found relevant.

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

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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%2}:% Z P OASIZEI LT, BHIT107/2009F C

TEINDKBHFE RN H L IFKRSMHBIEHE

]\ Y3, BHIZOECD R Y2 H 4 & v A3 LIk
MR R H A 57 AH > TER Sz,

HHN1107/2009 F THAI NS Z & 127 - 72K
#r (PPP4R4791/414/EECTF Tld Annex 1 JUASHKEE

B L 72T, Annex I Renewal, AIR) #27 )L —
TDASTH 5 AIR2OHAFINX20104E12 H8H IZO]
INFRE NGRS A PIEHN1141/2010°02 X D
EINiz,

AKBEHFTHEAEINLIF YT RHMEFN YT

(supplementary dossier) &SI, P DKGE
OB L2 Y ICF0BOEH % &rd 724 il
JKF K ¥ T (original dossier) IZHMABbDTH -7z

(BHIT141/2010%69%%) o FYzoHBMBRzEnZ
NOASIZDOWTHERIOFPICERE SN /zH (2012
£2H29H. 5A31H. 8A3IHDWIT ) FTITH
e s/ (8HI1141/201056953). MERHD o HHI
1141/201012 %t > THA SN AHAIR2D ASIZEH L THERK
ENFHAF A LFESANCO/10387/2010920104E£10
H28 HAY 484 ET*) ¢ F ¥ 4k3X13Sanco/10518/2005
?200546 327 HAF SE5WETNCHE D & STz,
Sanco/10518/2005452 5] T3 bFWE IZOECD k &
IAHA Y 2 A20054-5 H A E200ET 2 EH . A
OECDWAEMIH K ¥ T4 4 % A20044E2 H A+ Wi % A H

LR EIN TV DT, AIR2OAKREF TREEINS
fifi /e B ¥ ZIZOECD F ¥ kit » TR S 7z,

PPPHIHIT107/2009 F CTld. ASOKGE, KiB5U5
ED L IFAREN CHRM S NAME P> 1355635
OREERE: (Confidentiality) OHEIZHE - THES IR
v (confidential treatment) ASEERE ., EDERAH
IEY LR ENZEHZ BV TIIEFSAR AR T L L
thholz (ﬁHU1107/2009§|§10% H165%) o 72723k
RYPEOKERFICH L TEIMER Y ZADT 7L A
= BoE LtPPPﬁEUl107/2009%10*75‘3@@ X (R
DOIWEN 2\ (BHI1107/200955235%) DT, FAY
HORKBHHEHFBIIEARYEUNDASD F ¥ = L[
LEIHBRETRARSIN o7,

ASOIKGE, KFBSMBIE ¥ ¥ T % 5§ 2 A0 Y
Jn¥E (Rapporteur Member State: RMS) 2B %
i % (Draft Assessment Report: DAR) (2
B L CTHREIADER I N 5555 % v CTIZEFSA
WREFETHI L LR o7 (BHIT107/2009%6125:(1)
7272 LEBRITHE I AR S b3 2 v 72DAR
HEFSAD A MIAFKIN, EHEFY u—-FT&5
BB I TICREIA LM EE L 72, ZBIEAWHEIC
BILCld, TS LR UNDASE 3R % 572
DRMSHHER T 2 DARICAN 5 LEAIFAEL B\

DARIZBIL CTix. PPP#i491/414/EECT T
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EFSADHRICSINT 5 X 912> THHEFSAT
DAR%Z ZHHZICDARD AF WA AR L. HBHER
WATELR X B B \%Faw\“c ZEFSAICE @RI
IEDARZ AFWHEIZ L CTWwize ZOHE I EF4ES
&Fé%ﬁf’ﬁ%é&ﬁm@ aﬁlﬂ % HE L 72 38501490/2002%
WX DEA S (BHI1490/200245115%(3) o HHI
1490/200212 13 BEAE 55 282 By & 55 3BL I O AL 3 FE It
P & HLE L 2281451 /20002~ DB IE S & E M TH
0. FBOBLE PRS2 BEASIC b W H S 7z (B
H1490/200245205:(1), BLHI451/20005585:(6)) o BEAT
EBABREAS T RO BLE ASREAT S5 4B R 5l A 3 92
i D FEM 2 HLE L 72 #H12229/2004P TR EN T W2
(BLHI2229/2004755245(5)) - PPP#§4r91/414/EECT
DOFHASIZE L TIIAFICHE X % 22 o 722, EFSA
WA o 72 HHAS TIIHEAE 55 2B B LLFE D AS
TOFRETHREPEH IR TW2OT, FARRICEEER
WHSER N B ER % B TIZEFSAICE A H T
DARIZAFHRETH - 72,

PPP#LHI1107/2009 F Tld. DARIZHEZE R VA HE
RENDEHGZHROWTIIRNEEINLDT, PPPH4
91/414/EECT ® & 9 ICEFSAICEFH L TATT 50
B3Il otz

ASOREHEH N TORMSHWERK $ 5 2l i 15
T ATR2D FE A T NE % B 58 L 72 2K 5 0 38 5 A T R )
1141/2010CHEH -5 # (Renewal Assessment
Report: RAR) & FrEa (BIHI1141/201055145:(1))
BN AR SN 5 & B TIZEFSAICE7E7)
HIUIRARE AT REIZT 5 LB (BHI1141/2010
$B1552(2) L TWizds, FERBIIIHER TR S

585 % B\ 72 DARVSEFSADH A4 M S EFEY 7 ~
O— FTE5 L)% - TH5HIEPPPAHIT07/2009 T
DODAR & [FERIZBE R A AER S5 850 % BTl
EFSADOH A MIARFESINIZ,

AIR2O G S I L Tl #1457 v AE
SANCO/10387/201002010410 /] 28 H A 4582k 2] T
RMSAE T HRARD 7 + —=< v M&, ASOKHL
DDARD 7 +—< v FOHA K534 VITHEH £ En
720 JTCODAR. WA GEH G M O #iAE S . Fr L <
MO T— 5 OB L HEEB X OB L SNZFHEIC
X o TRMSIZ 54 2 a5 35 2 30 L VRS % 70,
fAET HDARNDOHE (addenda) ZTERT % 78R
T&720 L LAY SiHiHEEDEISE (Volume)
WZOWTIREEIIHEG LMaMER SN2 iF vl s
L BLAICIET Y FEAL M) A+ (List of endpoint)
ORI RS hh o7 E7-RARDEFIZPPP
BLAIT1107/20094545 12 b B ER &l 72 L Tw b &
IMPIZONTHRIBEIN T RITFIUE R S B 72,

PPPHIHI1107/2009 T ClIb} s HIN K FEIE#E (criteria
for the approval) 2% & S, MHEEINIHE > TASIZAK
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AN TR S E SNz (BHIT07/20095545%) o

PPP#HLHI1107/20097% 5& D AR FE L HE 2 % L TRMSAS
FGERT 5 720D F > 7 L — FA320124E6 H 1 H AT
FHSANCO/11114/2012 [FHliFREFDOEIEDO LX)V
SICELCTHHET AT 7L — ] P LTER. &
KENze ZOF V7L — MIKEEH A TMEH)
1141/2010 T4 S N 2 KGR HE T ASOFHli#h 5 # B &
U20124E6 H 1 H DRI KGR HI G AT S 7 ASOFT
filidh 5 S & Sz,

R 5l & HEEER O A K54 2 1654/V1/94
ETHRET R Z OB TR S M7z b E
OECD®¥ / 757 (Monograph) #'4 %~ A%
WHE) 75 IHAYT v ADTIRRENTHIEDO LN
V3IZIE=2DIHE (Point) AVRENTWIZ/ETTH-
720 OECDDE ) 757 HA ¥ v ATRZED=2DIHH
BT BRI T OMY) TH o720

31 RSN PEDOE 7

32 R INTPE
33 B WAL D L IFBERTBEIIE L TH G-
SN B RMRHIRO &P

20124E6 A1 HAY C#SANCO/11114/2012 Tl Eit o
AR H LB L NXLVITO=2>DHHE O FIZT{7IH
HAEZRET S & & HITRGRELHEITN 2 TCISHHE LK
U A7 ASIEIENDEHOFHH T~ 7L — b bR
L7z HH3ITIZRE SN TAIEHH % Table 3127R
Fo TNHDOTMIEHD ) LWL D2 IEDARPRAR
2DV TR S N B EFSA#EH (EFSA Conclusion)
DTS T ISHHS LTz,

Z® X HIZPPPHHAII107/20094%20114E6 H 14 H A &
WHINTH2S L LIS IE. OECDHA D Fy =%
AHMEEREEAEH S e wIERPE RV TIE, FY
IR Gt X LA IZOECDRE RIS » TR &
N7z, PPPEIHII07/20008 Tl & #7225 Dik, NPT
(ZPPPHLHN1107/2009 THr 72 12 BLE S 7= SCRk iR AL
HENLEE R, Gl EO B IS L XV THEH
57T L= PR ESNIHETH -7,

AST — 2 EKMRAI EPPPT — 2 EKMAIDE X #a
A B2 IHRADHET

BAEOR M % B L C7F — & RN 2 15 1E
T2 HE (BII1107/200945785(1)(b)) ZHEwvy, AS
7 — % SR HHI544/201138 X OFPPPF — % B3R BLHI
545/20111%. 20134E4H3HICOJAE ENT2AST— %
FRHNI283/2013 & PPP 7 — % Bk #iH1284/2013%
FNENICE RSz (BHI283/201345245.
BLHI284/2013%525) o BIHI544/2011 & BLHI545/2011
FNEFNIZOWTHER L CHlEH SN 5 FGEEE Z
DS AHE S (BHI283/20134535. 44,
BLHI284/2013553%. H45%) o FaBEESEH I
B354 DIAMEE T B DR X3 H1283/2013 0 L < 138
HI284/20132% B SN B T & & o720 ALFEWEAS
7= 7 BRI ASEAPPP T — ¥ ERICH L
TIZHN WL 72 &7 — & ER OB IR Z Do
M/ LS - 7205 AW ASR A ASE A PPPIC
B 27—y ERTIIEHEIIIIEA L D572,

LW AST — & R TIZ. AST — & ERBLHI
544/2011C [9. &7 ¥ 3 > 7L 8D L 3] & % -
TW/ZHHHDAST — & ZERBIHI283/2013 Tl 9. X
#k7— 7% (Literature data) | I\ZZ&W 37z {LEFW
HASEHPPPT — % B3R Tld. PPPF — % B3R
545/2011C [11. k27 ¥ 3> 9L 10D L 274 ] &
%o TW/2IHHAPPPF — % 2R HLHI284/2013 T i

M1 XEk7F—% ) ICEE Sz, AS, KB Lo
D U IZBUSERY. & L CTASEAPPPICE LT
WO R T BRI AT SR T A ETo
F— 8 OB OLHT — 7 L L 727 — & ERIE
HT CIMMBZER SN,

ASTF — % BRBLHI283/2013 & PPP 7 — % SR BLHI
284/201313. OJZA%#H20134E4 H3H D20 H # D 20134¢
4F23HIZ58R). 20144E1ATH 2 S & e > 72 (8
H283/20134555:(1)(2), #LHI284/2013%555:(1)(2)) -
201641 H 1 H DB\ KGRI I 2336 13 % ASO K2

LIS 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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WHICHHA I NDZ L o7 (HHI283/20134555¢
). BLHI284/2013%55%(2) o
RABEHEI TN — T Td B AIRIDKBHEHASIE
2m2¢7ﬁma IZOJAFK S N7z & $20184E12H 31
WAGEIN IR A% T3 5 ASO AL TNE & 574l o
B%fmml%%b‘wéﬁwwwmm”fﬁén
720 AIR3VABEDZKGEFEHIZEI L Cid, 20124E9H19H

WCOJAFE I, 20134E1H1IH 2 H#H & 7 - 72 KGR
B TMEHLN44/2012° F CHMi & 72 o 720 AKFRHEH T
NEHLHI844/20127F Tid, AL H O 34EHT $ TIZK
i E%ﬁﬁﬂa%%%%ﬂj HRREHHEE IR £ Tl
HEN TV EA KRR H 0307 Al Tl2Hie
byl%ﬁmt&ofwt(ﬁwwymmﬁbmm
3% HB6%1)3) o

iﬁHIJ686/20120>/‘i% HTIZAIR3DASDHIZ
FRFEIRA320164E1 A 1H & D RV ASHAEAE L 726
#SANCO/2012/11284 [1EEE aifmmﬁﬁ7
0755 MNIORENT VWD EIIZ, —HDASER
T iiﬁEIJ686/20120)"i%f‘ﬁL7¥<E R Z RS 5
BUHNC & 0 AIRSO ASOKBINRAIE R Sz, B
686/20120 23 F M2 IZAIR3D ASIZ20134E1 H1H 25
2018412 7 31 H O BV ARGEMI B 17 & 7% o TV 7225,
AIRSOHTORMDOZ NV —T D F ¥ IR TH
5 AR A D307 HHi2320144E1H31HIC %25 £ 9

WARGEIIBR DS IE R Stz F 72 ARKGEIIBR 2520164E1 H
THX D R o 2 ASIEARRER LW 2 LA HATII
SN TV WD IZAKBIRA20164E1A1H £ b %
2% % X 9 IC20124F I ARGEIBR S IE & X 7z,

20144E1 A1 H 20 5 AST — & ERHIHI283/2013 & PPP
7 — & R BIHI284/20130D 7 — ¥ ERAEH X b

WX D20144E 1T HITH DRI I3 2 F ¥ =Tl
OECD Ry ZH 4 ¥ v ZDMEE6D /S — b4k 7$— 15
KBRS N TV ARWT — ¥ ZRIHH 2 50 THER L4
X% SR kol

7 — Z BRIHH O HEHF IS LT LESANCO/
10181/2013 [ #iH1283/2013 & HiHI284/201312 ¢ - 72 %7
BULEEE R B X OMLE G O KRR EH O K
IAERICT 2 HEB~DH A ¥ v AC#] 201345
HISHA 21T AL ASH & LTRITSh
720 TDHA T v ALEIZAIRSUBED AR, B
OB C20144E 1A TH BAREICIRIN S D o i
WHEINDLZ EIZhoTz,

COHAY v ALEOREA [HIBED 5 LHED
F] IR Y I EH 0 B CHEB L O A
AR TRENTW 2, ZORTIZOECD X #HL Lt
FIEUHEANLEOREL HTREN TV,

PPP#54:91/414/EECF TIZ M B HINCASIC§ %
7 — & SR, MR EILCPPPICE S % 7 — & Tk )5
REINTBY, TNEFNOHIEZT/N— FADPLEY

EFRIEFE 2025

HAS b LML WRHASER B0 7 — & Bk,
= FBOMAASD L I MAEMASE G H o
T =Y YRIZR o Ty ZD720 LW EASRAL
YR ASEHAH BB L Tid, EUDO T — % BRI
JB L72EUFES ¥ A7 AFITA LIRIIA 110 X910
IRENTW72, OECD K ¥ s\ T3 %5 OECD%H
TV AT AL EERICIIA LIRIIA 110 X HIZFERS
NTwiz, L2 LaAoBHI1107/2009F Tld7— %
FORBUNASHEETIE R < Mz LBl THE S
528l oz720, ALFWEASIZIE [TIA] 122
T [CA (Chemical Active) | . {L¥ W EASE A i
213 [HIAJ 122 T [CP (Chemical Product) | &
FRT L LR, FYZHTOECDES Y AT A
LR LTV AT AP END XSk 7
MS Word THERD T > 7 L — bS], RS REITHESE
TH5HLEM. BBIEECTH S EN, ZLTF oy
IHDT 5 — 25T b LHEODHNAST — ¥ %K L PPP
T = F FRICHHS L 72 2M oW TR SN Tnwiz, 2
NHOT 7L — N TIEFRM (cover page) DRIZHEH
JEE (version history) OR—I 53T SN T W2,
WHLOWREEZ TH 5 RREIORBHREESEO)
A+ THAHZMMY AL (Reference list) (2B L CTidA
A% v AXFESANCO/12580/2012 [HiHI1107/2009%
605121 - 7oikBR ) A MERD A 7 A3 ] 2013
ESHITHMH3IYET DI L7720, TS A
b (SANCO/12580/2012% D7 4 "~ A % JKWL) |
A3 (additional notes) IZE/REN, YA DT
YT — MBI ENT LD oz ATV ALE
SANCO/12580/2012453.1E] TR EN /2B Y A b
DOFFRIZOECD K ¥ A4 & A TR ENT R A S
BOEBEIN TV, OECDEEICIZFFE L 2o 72
H THHEBI CoRER | & [F— 7 RiE2 2R o8
H] 258 Sh, ZOMIC /NS LETHIH -7, F
MBI T ORERD &9 H & R T 250 ENNEPPPH
HI107/2009 CHi 72 12 BE SN7-HHEBIW 2 3 %
KEroIA (BHHAI1107/200945625%) 12X A
bbb,
WELOBKEZETH o 72 BRI E R BRI E
WMEFICHL X, WEHAORT ORI [XHF
L RBEREIEEIIZER S vy (OECD O 35k R R
ZIIL I O BIME I/ S N T2 iimeTe s
) ] EERSN, BEEFACETEIN TR o7
DF ) BB E IS ED 5 LETE R B o,
XEMDTF 7L — M2id, AST — &7 ZRHN
283/2013 L PPP 7 — % ZLsR#LHI284/2013THOHr L v
Ty ERHAF G EFEE IR LT v T L — b
WAoot rs a6 ThbrRIERwCTidksrva v
FICHEESN TV, L LR sInonTr T
L— MIZIE, 4207 — Y ZREHTIZED LS I
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_ITE

T A2 RTHIIIE AL L o720 EBEOR
WL ETN TR T2,

W7 — 2 B L TIZASOKEEH T %%ﬁiﬁﬁ(?ﬁf
LAECTHE GO 7 v a V3 [JHICETAT—%] 12
BN OBENEREIN TS ERENT W2, B0
tr Y arv3nLEMOT T L— M, HRik02012
1T AT SCESANCO/12592/2012 [ 3 1A
RN Al NI )] S YOV (A AN R
L CEIEEEIEL NV20 T F —< v FOIHE23

[HEHICBET 27 =% L% 1] FITREN TV B H A
FUAHEB LR FDH A4 5 ATERREINT
WL FOMDOBRT 04 7 ¥ AHWTRENT Wz,

- BIHIASIZIZ. SANCO E3fEZESCH [Hipn PR,
WZEA SN HHN107/2009CHLE OB HIG Y E
DAKGRIZII O B ¥ T 580 )7 — & Bk ]

- AKFRHEHTICIZ, SANCO/2012/11251 [H#1HI844,/2012

VHE > TREAM S N2 5P E O R EFEH T %
WA F v AE] ORIFEI

SANCO E3fEZECHFIZ%IC20134E7 H 11 HAF 3¢
SANCO/10054/2013%3% &1 & L TAE SIS N, X
FSANCO/2012/11251020124E11 H B 2T OB il
20124E7 A OYET12007CdH - 720

LHLTH 5@ S ZER S e WELHIIZOECD
DR E HERAE TR LRSI TV
Lo, Ml & DT — & BRI E T O R ERSGREAE 2E B
L CIZOECD D BRI 2 CTdH 5 OECD K ¥ =7 4
5 v AR RBIME OGS %2 S E BT 50 L
fEMTE B ko [EIIEVEYE OM BRI O 7290
DR T EFHlEREE OIS 2 BN A4 5~
2] 201943 A 27 BRI DM EE [ % iRk
ERBEEIL RO T 7L — b | T RB R R
BRICB$ A O HICOECDRIHE - 72 3B o2
IR ENT W,

WENZINF TR Lo LEFEOEMD ZFDOTX
FENISOSHEFHE o720 TNFTOLENICEHEENT
b\f_ZKB'C*K TEIYRRA Y MY A MHPCENLE XE

AT EE NIz, LENSSIFLLTFIIRT L) ITH LL

iﬁﬂuént LDOTOECDRYIZHA ¥y AlZidEaTh
Tz LETH D,
SCENS R LA R, o — 8, BEEE
SCENA ¢ T KR O A SR
SCGENS 1 ) R 7 G T O B O % 58

LEOWXLLF O T, LHOCAIZIZAST — ¥ E
SRHHI283/2013 TOH L7 — ¥ BRIAH & & 8
A5 LFHOCPIZIZPPP 7 — & ZERH1HI284/2013 T Dt
LW — 7 ZEREHE S L REITRIN TV,

SCGEOCA : 3R 7 + — 2 WY
CEOCP @ 3/l 7 4 — 2 K PR,
DA CER S 7L F R ASISH IS 57— 5 %
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KEHF = v 77+ — 2R LW EASESA I
M T 5T —FEREAF v 77+ — 2L H8 A
V. OECDFYZH A ¥ ¥ ZADRFEEIZFERDOECD
T—=FRA Y I FEFRFEREIN TR o7,

Z DOXHSANCO/10181/2013020134E5 H 13 H AT 45
21 ETIZ I220144E 12 H 12 A D 85 3 5TV TR &
N72HS, EIWET T N2 T~ 7L — b OAREH
LY (A

MAEWASHIZ S CESANCO/12545/2014 [HLHI
283/2013& #iHI284/2013129¢E > 727 4 IV A & & &k
WOAKED U IFKRBEHO N ZAERICET 5 PG
FBADIA Y AE] HIRETPDH AT SN2 Mk
WHOT — 7 ZRIZIED T YVUETH Do 727200,
COHA Y v ALESILENIIMAEYHOZ Y FR
ALY PYANTHBLEN20DT YT L — bDRBN S
NTW 7z, SCEN3SIEMAEY TR & ® 5 30#
ELTRENTOW D572 20144E12 12 H KW,
By, LB L OERHI T 2 ¥ EZES (Standing
Committee on Plants, Animals, Food and Feed) T
WAL EN 2720, ZDOH A ¥ AXFEIZPPPHAI
1107/2009C O f M ASIZ Ow“C{’FEJZéht "V LT
201543 A 1 H PRI ARG S b L 3R H A
mEh F“/J‘—Clﬁﬁién% Zllhol, 2O
A5 ¥ ASCEETWETIZH%I220164E3 A A 0 4528 5T T
FEHINTVDH, FEUETICE F Y o ikXIcH 3 %
EHII ol

PPP#54r91/414/EECT Tld Mg HINCASICE$ %

F— B3R, WEEICPPPICY S 5 57— & Bkas
RREINTBY, ZhFhofEEc/i— AL
FWEAS b L IMLEWHASE A RGO T — 5 %
R 28— FBOAEMAS b L IIMAEWASE A B
DF—F PRI o TV zo ZDT2DWMAEMASRH
AEMASEA B L Tld, EUOT — % ERISHIG
L7ZEUF 5 ¥ A7 2ZIB LIRHIB 110 & 9 I2F5R
ENTw/z, OECD K ¥ =ik U5 5 OECDFH &
VAT AL FEARICIM L1RIIM 11D X HICFEREh
TWwize LA LA o6#HAI1107/2009F CTld 7T — 7 %
KAMSHMEE TR, M LzBIIcResn
b2l otz MEEWASIZIE THB] 122 T
[MA (Microbial Agent) ] . MAEWASEA BT
& [TIBJ 12452 T TMP (Microbial Product) | &%
RTHEIICHRD, FYZHTOECDHEF G Y AT AL
WERBRDHE T VAT AP EINS X)o7

Ko IEFMEHREZSOR/MEOHMICHESI NI E
SR & ERXOWET

IR FNERLIB44 /20120 BlE THAL 15 AIR3
VIR D KGR B AS & 201441 1H LRI AKGEHIGE A3
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IMENBHASICEL T, FHliSHF I S E 7~
TL—=MNIETEZHA T ABF L oD@ I
HEIh o,

2012411 A A SCESANCO/12592/2012 [ 5FAM s &
T 27 7L — ] Tld, FYZFFior 4
T A4 21654/ VI/YMEETURT R Z D EETHETII I W THE
K EN72OECDE ) 7T T HA 5 v ATRREINTE
KISV OPDEEDIMZ STz,

BHEIEFT— 7 BORIHH OWEHICE b BEWZF T
<, Py EiMifgEHoMELAbEsZ L% H
& L-ZBLY AT N, FHliESEERPORL 2
o TOHHROBEEHOHIM L PPPA I L 7218 <
V27 HASOE I ZHEET A EHHWELTW
720 5L (Maximum Residue Level(s):
MRL(s)) #E. EFSA#iamOfE B X CWEURM S
H#/R (Harmonised Classification and Labelling:
CLH) D% THh HCLHIEFEMEEH (CLH Report)
DIER O S L S NTze FYT/ERDOF A 7 0 A
HESANCO/10181/2013D & ) W B 5 CHEHAL T
MS Word T DT >~ 7 L— MdRft I Tunido
720 XEHEOARLHIZHRZRTIETT 7L — FAVR
ENTWIDT, T4 ¥ v AFEIXE U Tpdihi
EMS Word R 2FEFA AT E L7z,

OECDE/ 757 H A ¥ v A Tld. sl #1348
IBEOLNVI4, FE2EMEFA, HIEMEEBL LU
AR IR EC) SR STz, K& THKDZEHE
REH OB/ EER R ENT Y207 T —
b & AR EHEIERE 5 T b B DO LHEDORMOBEITHE
HBREOR—V % ANBEI Lot $720 TV 7
L— MR AT R EEHUC B T 2 IS BHER TR
DN, T4 MPTERSI NIz, HLEDOLXVITD
M DZEH R TH H 3B 1/22 8 % Table 412787,

1B L NV2TOMEOZEHERLIEE OB/ H
ZTable 512777, F1&ELNV20IHHE2.10 [55% &
FoR | \ZIZCLHH @ o BB L 22 5T (European
Chemicals Agency: ECHA) (2484 ACLHF Y =
WCEDACLHREREHOT v 7L —MIE IS
KW UERPBRS NIz, HIBELNV2OHH211
[H T KRR O EFEN] CBHE212 [V 22
i CORMEFRMEOZEE ] OBIMI P THL
CXHENO—ERE L TCHEND [H# F AR OH
SR | & SCENS [ 2 27 574l T o B ARRLE o
EE] BEMENLZ EITIE LTV, FY T
ENIZEZIN WAL E Y FKRA Y P A b
DILEN] & CEN2ZHE S N7z & AR Gl RS
HTOLZ VY FRA VMY AMIBEIEDO L RL2H 54t
T (stand-alone) 3CFEE LTHI-4EITMAZT
LN CHEE o720 72720 20124E11 A 30
SANCO/12592/ 20120 IR E DI JLTld = > KR A >~

EFRIEFE 2025

MIAMDOT 7L — MIERT 2572720, = F
FAVIMIVANDT VT L —MIREN T D57,

OECDE/ 757 H 4 ¥V ATOEIEL NI3E4ZT
LARWBIZE LD OENTz, HBLED L NVIEAHN LX)V
JWCED LTSN Z NI R OE
WRIH H 0B lN/Z8 ¥ % Table 612779 2012411 A4
XFSANCO/12592/201 28 HUHZ 1 T8 0 20124F6 H 1
A SCEESANCO/11114/2012 [RMEiRkE D H15&D
LAV LTS ATy 7L — ] 8T
HERENTWe ZD72, LVIDOIHHA3LIS
31.9% TiZ20124E6 H1 HAF SLEHSANCO/11114/2012°T
OHHAFHF L FEII—HL Tz,

HOLMEEA L Table 7I2R$ & 9 IR D ZH s
H o720 20124E11 HAFLFESANCO/12592/20124T it
TERR DI CIRATR OB X MER D F A 7 ¥ AL
FSANCO/12580/201213 Wi 72 o 72728, fEHi S
TRBHEEB L OZOMOEOSR) A FOTF v
TL—=bMNIRENT VLoD, TDOHA 5V AL
o TR T 2 BlZR SN T,

RARDHAIZIZZ L7 ¥ 3 DY A MIZHIEKR
R ZOHROKRBER OMFHIRIL SN D 50 5
LIRENT,

FYy i lion A4 F5 4 1654/ VI/945E7eET R
OECDE/ 75754 ¥ v AE35MIEEBIZASOIE
HLPPPOEH D —# I L TW72, Table 81K
TLOIESEBMEEBOHB OB OET L L H I
BEILMEEBAEILMIEEB (AS) & HE3EHIEEB
(PPP) 24 sz,

RARDHAIZIEK Y ¥ 3 v ORBIAT 2SI
AN (7= F BEREEMD) EH LRI SNz 7—
FTRHIiO L) EZAIZh-72bDETLMBHRBEN
TV CELAENTH L EEZ OND 2OKGE
FTOMFIHHEINZDDEEDDLE SN, HLL
IS NRBR L T SR I N TR Bud S IR
VAN THAE A QRGN THHIEICXHTHZ & &
ENTze Z D720 LIENZFRAM S 072 500 2 WA 25
TAHALEEBHL T2 LEL7 L2 LA
BOEZBMYZAPDOF 7L — MIBWEINTEL T,
FET H72DDOLEHEEBIRY) A DI T S
DOPPHEIIRENT W o 7z EUD K T3
DHA FIA VETHETR TR I L
OECDE/ 757 H4 %> A, KEFEFE=EEB L
Bei2id e o T o 720 DARTNICHEH LEFIG S 7z
RERTH D 2 & ERT RIS E I OFFI I L E
RLDIEo7,

Table 9I2/R7 X 9 1220124E11 A L #SANCO/
12592/201290 ML CIZAE & L V2, HE2EMBEA, 4
3EMIEEB (AS) LH3&MEHEB (PPP) O T
HOFKS EREPIRMT B L1070 HIEON
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LIS 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

SANCO/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

1.1.4 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

1.3.9 Specification of purity of the active substance

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

1.381 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

14 Information on the plant protection product

14 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

14.2 Producer of the plant protection product

14.2 Manufacturer or manufacturers of the plant protection product

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

14.1 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

14.4.1 Composition of the plant protection product
1.44.2 Information on the active substances

1.4.4.3 Information on safeners, synergists and co-formulants

145 Composition of the preparation

145 Type and code of the plant protection product

1.4.3 Type of the preparation and code

1.4.6 Function

1.4.4 Function

14.7 Field of use envisaged

1.5.1 Field of use

14.8 Effects on harmful organisms

1.5.2 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

154 Information on registrations in OECD countries
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18 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

SANCO0/12592/2012 -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

2.2.] Summary of physical and chemical properties of the active substance
2.2.2 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
2.32 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

275 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

2.7.8 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

2.5.2 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
2.6 Effects on human and animal health 2.3 Impact on human and animal health
26.1 Summary of absorption, distribution, metabolism and excretion in mammals
26.2 Summary of acute toxicity
2.6.3 Summary of short-term toxicity
264 Summary of genotoxicity
265 Summary of long-term toxicity and carcinogenicity
26,6 Summary of reproductive toxicity
2.6.7 Summary of neurotoxicity
268 Summary of further toxicological studies on the active substance
2,69 Summary of toxicological data on impurities and metabolites
26.10 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
12 Toxicological end point for assessment of risk following acute dietary exposure - ARfD (acute reference dose Toxicological end point for assessment 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 2.34 Toxicological end point for assessment of occupational and bystander risks - AOEL / MOE
235 Drinking water limit
2.3.1 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

2.6.14 Summary of product exposure and risk assessment
2.7 Residues 24 Residues
271 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

2.75 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
243 Residues relevant to worker safety

2.7.10 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
24.6 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
2.82 Summary of fate and behaviour in water and sediment 25.3 Fate and behaviour in water
2.8.3 Summary of fate and behaviour in air 2.54 Fate and behaviour in air

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

2,51 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 2.6 Effects on non-target species

2.9.1 Summary of effects on birds and other terrestrial vertebrates 261 Effects on terrestrial vertebrates

2.9.2 Summary of effects on aquatic organisms 2.6.2 Effects on aquatic species

29.3 Summary of effects on arthropods 2.6.3 Effects on bees and other arthropod species

294 Summary of effects on non-target soil meso- and macrofauna 2.64 Effects on earthworms and other soil macro-organisms

2655 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) 2,66 Effects on other non-target organisms (flora and fauna)
298 Summary of effects on biological methods for sewage treatment 267 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

2.11.1 STEP 1: Exclusion of degradation products of no concern
211.2 STEP 2: Quantification of potential groundwater contamination
2.11.3 STEP 3: Hazard assessment - identification of relevant metabolites
21131 STEP 3, Stage 1: screening for biological activity

2.11.32 STEP 3, Stage 2: screening for genotoxicity

211.33 STEP 3, Stage 3: screening for toxicity

2114 STEP 4: Exposure assessment - threshold of concern approach
2115 STEP 5: Refined risk assessment

2.11.6 Overall conclusion

2.12 Consideration of isomeric composition in the risk assessment
212.1 Identity and physical chemical properties

2.12.2 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

2.12.7 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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LN 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

3.1.4.2 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

3.14.3 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

44 Classification, packaging and labelling

3.1.4.5 Methods of analysis

4.5 Methods of analysis

3.14.6 Toxicology and metabolism

4.6 Toxicology and metabolism

3.14.7 Residue data

4.7 Residue data

3.148 Environmental fate and behaviour

4.8 Environmental fate and behaviour

3.14.9 Ecotoxicology

49 Ecotoxicology

3.15 Issues that could not be finalised

3.1.6 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

A.2 Physical and chemical properties

A.3 Data on application and efficacy

A.10 Efficacy

A4 Further information

A3 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

1R Comparison of required information in the

template to be used for assessment reports regarding

Volume 3 (Annex B), as specified in SANCO/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 5T A 57 A TREBEOFMOL 7 ¥ 3
YTEDOBMBERAETHEIED L ARVAIMNE L TRT &
RN TV, COFKRTLHEIBLXL2TOLY
Y a v ZEORBOFMOME. F2EMREEATOL
7yaryZEn) AN, E3ERIEEB (AS) 3%
EEB (PPP) TOX 27 v 3 vy Z Lt oRBEHIEED
FHMECTE 7 Y a y ONEEIEFRF RSS2 &AW
TH-o72

4% MR #C b Table 1012787 & 9 ICHER D ZEH 73
HoTzo

HIR O AIR2ODFFAliFR I L Tk, A4 ¥ v A
YHSANCO/10387/2010020104E10 H 28 HAY 4588k 21
TIZRMSIZ5E 4 7 il et F 2 8 L SAERLS 220, AF
169 % ZHl S EHA O Hfi i 2R T 5 28N T & 72,

L2 LA 201343 A4 X3 SANCO/10180/2013
[FF RS EDOWETON — VI T B HA ¥V AL
& BIYETC IV HEOIER IR LR Y. &2 TOY
GOk A L7zRFilies BRI b o7z ZOHA 5>
ZAF20134E5 H1H ARSI RN 2 H 312 HH S 4 57l
HEEICHEHA I Nz, ZO20, AIRZOASTHHAE
L 73l EE S b 2 L il 572,
20144FTHIH DRI SN S FY 2 L <.
HENL NI ZHA YV ADROECDO A ¥ ¥ A5
EUDHA ¥ > A2 o722 &£ T, OECDERICHE -
7Rz Z0F T TREUTORERLAKETEIITIZIE
MTERL o7z 720 20144E1 H1H DIBEICIR B O
N3 TR U TR & 15 BRI ERS F IS IZOECD RN
SRR 7 ) OEEI T,

1IN 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

Al 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

2.9 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

LGNS Comparison of required information in the template to be used for assessment reports regarding
Volume 4 (Annex C), as specified in SANCO/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.1.5 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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HEh RO N MBI E 2 D, a¥—/
NR=ZFFTHENFLLAFE L CRBREE» S
DTG R L AR ORI T H N EICRMS O R
BAOBHFHM 2 725 D TH A RE LR s L
720 BEE N I RAFREINLDTDARRRARIZEUT
DPENZ BT B B R RIS 2 4T, RMSO R,
BERTRELV)OPBBULRAERE SN,
20194E3 H 27 HIC WU ASERIN S L7z EFSAERK D
[EEEEYE OB O 7200 F ¥ x & il
HOWRMICHET2HBTA 5 A OWNEE—FKT
HEIBRERLEOTHEHFSINIZAIRSHON A 7 A
SCESANCO/2012/1125120194E3 H 22 H A 4558 517"
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2y
KW /.
et

Tl LD K Y TIZE TR Cw izl v il % K
P R Y T CHRET 2 08T v, Hvilla g
HATOHTA I R 7 — 7 FRTFMI L7z b 0% ik
BRRCGREBEE O EH S L CHiE Ry CTiRET 52 &
PR ENze TOHA ¥ ¥ AE20194E3 H 22 HAY
SESLLRTIZ20194F4 1 H LLRE AR FRTE Tt aF 2 hsH
SN NI SNz B M HI1Z201944H 1
H PR AR SR SN R 2 Th o7z
25, 20184E6 H12H 2 513 H IZ Bl OPSN #5230 3 —
FAVTHEREOICE B, EFSAIZILO F Y 228
FNTW VB2 REEN M 2 CTHENT %
VB, L LAads vz Ifror4 v
A VR T =S ERTHFML2DOEME Ky Zo—i
EL TR ME R TR L L TR R & L IR¥H
L7zo EFRFKTD 5 WINEY PR # R % (European
Crop Protection Association: ECPA, HfEiZravy 7
F A4 70N (CropLife Europe: CLE) ) 1. divitlii

DRBREAEL T PN 2 ERRIR LT X 2 LD/, &
D72, 20194E4 A TH X 0 w1 AR i F oS i
ENZF Y THHIE F ¥ il v R ER o s B8 R
BHHINZ &7 F Y IAFEEL TV 5D,

ZOXHITLT20194E4H1H DIBEICHEH 3 % AIR3
VIREDIRFRTH ¥ ¥ I BT o F Y nil&H Eh
TV 2 BUTO F A 5 v ALEOZRIC
o THEEMZZTNER LR holzlzn, Kl
BN B OB DS L FRIAEGI L 72,

SR A MERDH A 5 v ALESANCO/12580/2012
D20194E3 H 22 H AT 8542 5T°%1. 2013455 H 17 HAT 4
BIRET TR ENLBIY 2 MRERICH 72425 [ LLAT
WM (Previously used) ] Z#AVWIZEIML72e 2O
2 RESUE T o 57 A S & CLHIR A s & 3k
W7 7L — FSANCO/12592/2012551. 28 5] CTHE2%
m%iAﬁiﬁﬁ&%mﬁiB(AQ LI IREDB
(PPP) &t 27 v a VI ) ALY 2 O
-Fum@%mJ@ﬂ#Lménfwt®tMTm
A IS0 A MR EZH S 4 MV T OME
DV olze WA Y AXFSANCO/12580/201272019
4E3H22 B 45400 2T1320194E 10 H 1 H DR IC 2§ %
Py i@ sz,

RNk H L CLOREHRGHEILMT > 7L — b
SANCO0/12592/2012720194£3 H 22 H A4 4528 Z1°" ¢
3. H2EMIEEAB L UEIENIEZRB (AS) L3
LWEHEB (PPP) O&t 27 ¥ a YK ALSRY
Z b %2 SANCO/12580/2012020194E3 H 22 H A} 554 ET
TRENZEERIC L F2815, H25MRTEA.
E3EMIEEB (AS) LiE3&MIEEB (PPP) 0%t
7 a DWW TMS Word TIE S =7 7L — |
OEFHBEDOR—=TIZED LI I ﬁ#%ﬁént#
DOFHOBR A IRFE T 5Nz THITMA T, 58
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15O N BEELEEEAR IS B D 2 H 5 B IED e S
720 HIBOLAV2CHH210 [N WEEME] &L
TEBMENLEE FICREDBEDOH A ¥ v ALHT
HEEPD Py LRI E R EN TV FIEKED
FIIRMS2SF = v 7 LIS CCEIIEL TH1IEO
MiEd e LCithd 5 2 LavRaEniz,

Bl & CLHIE s F 4@ 7 7 L — 12019

ESH22 AT 5520113201944 H 1T H DARE ISR $ 5

T & sz, L75>L7§c75“62019$4HIEIU\FéL:
m E A OIS N ZEHTHREFEICIZIZE 7P a v D
%&@&_ﬂwwﬁi%mxé_kt%ﬁ@%%%ai
YETMZ T 5 & S h/ze 22018411 H10H 2
SN WBEELVEDO R R R W L EEASEH & o722 &
T WETLVE B D 2 5B IE DS 2 S 725
PRUGTI T 2 LB H o272 Bbh b,

FY B DT A 5 v A LFESANCO/10181/2013
D20194E3 A 22 HAF S5 4SGET® Tl SCHN3 & L CilRft o
FUY T L= I EF IR, LELOSEY) A MM
LTCidH 4 5> 2ot [ 2 b (SANCO/
12580/2012 D H 4 ¥ » A% W) | O F FTLEH
ENTwRWwds, 2 2 MEEO T A ¥ v ALE
SANCO0/12580/2012%520194F-3 H 22 H A4 5544 5T\ S
ENTVBEDOTRYIIZEDLZRY) A okkRIdHE
FrEncTuniz,

Al H E CLHIR R FH @ L — M
2&aziorzlﬁm®w4y/xi%$mcm
10181/2013554ck gl TRt SNz 7 v 7L — bfilid
IR EN TR BB HEELZ, N5
\ZEFSADHEB A & > Z20194E3 7 27 H ERIAI L
WX OB N LS HE T2 LD LI
%??é#’owaW@%% HAY AT VT
L=’ PRI N EICEAHEHFTH o720 LTD
Table 11ICEFSADHFENH A 5 v A TR SNz T
Y7L —bERT.

20194E3 H22 H A L #SANTE-10914-2019"12 &
HGA@E%%ﬁfiyxmmwiumlauﬁmﬁm
DRYTIEH & e 5720 LA L7H 6 el 3
CLHIR R FLET >~ 7L — mm%%ﬁmaﬁ£2
ETT20194E4 H 1 H BLARE I E 2> S i & 1 % GFAifl
WMEFTIEEVBIIUETREEH T2 L sz, Bk
D-JOo7 v 7L —bOW, BIED-HIEFHMEREE D83
HEEHEBTHRIIELEMIEECTOMMICLR L7
B, PR E O HE TSI S D DX EEL
PR DM FID A TH - 720 7272 L20194E3H22H
H%ZEﬂléT“C‘O) 515 L ~OV2IHE2.10 [P955- s

T F NSRRI OB RN E D A T
z‘ofoff FOHFIELRENT WD oT,

EFSADHBF A 7 > A TEARZEHF TRB O
L\ 3k o ARG REANE 22 &[] UK HE Ly v GBR D 3k
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LELIENER 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 J Template for presentation of assessment for the equivalence of batches

1 ENPA  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) Reference list (2019)
Appendix E *not included OECD

OECD Dossier Guidance Tier I OECD Dossier Guidance: Document L - Tier I quality check

(*:All the important information previously contained in the Tier I
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) (year is indicated in 3.1 the names of the authors)
Report title Title Report (Report title) 3.2 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*

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

Source (where different from

company)

Testing Laboratory and dates
(Testing Laboratory)

4.1 the name and address of the testing facility™

Document No Document No.

4.2 the laboratory report/project number

Testing Laboratory and dates
(Dates)

5 the dates of commencement and completion of experimental work

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

Guideline (Deviation)

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

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

I. 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

1L Results and discussion

3. Assessment and conclusion

Assessment and conclusion by applicant

II1. Conclusions

Assessment and conclusion by RMS

KRR E O ME EH 52 &, HuRkBEzr B0
HARTA VR T —FERTFHMLI2b DM N
IZO—HE LTIRHBT 2D SN TN, 5=
P2 BH & LT, RMSSE DA =T UL -G
HEODDLEHFIIHFEEDO K ZHh S5 AATHN
Z L RRMSO R L S HE R O RMRE X5 &
I RIS LRI KT 5 2 LAVRENT Wz,
MEED %2 DB EZ IR T 5T > 7L — b

EFRIEFE 2025

X, LT oTable 1210789 & 9 IC3BRICEI$ 15 E L
COECDOILHEM (BREID 1I2H/RENT W5 &) 2kl
i, BT R BRI 35 (Good Laboratory
Practice: GLP) (2 L TR miEHR GFH. W
R, WiEER T CEF S B N4
A RTA U hoo@B. GLP#E A, %) 12z <.
VLRG0 FEAL R 3B 0 @ &1 (Acceptability) /fE#E 1
(Reliability) 23hBEE o720 FHE i, HROF
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_ITE

MIZOECDRER TR E 22 o T 7228, 27l & K
HiE#H ERMSHA - 720 IERED T Y 7L — &
Fy 2 b il HC b AT 225, FY Tk
RMSD A & % i D ERIAEH L 22

EFSADFHHBIH A ¥~ A2 X ) F ¥ &Gl
ETORBMICHETEHA TV ADBI L2 EHITE
VXL EETT Y 7L — RN ES— BT
DERHHEIM L 720 K T & Gl &2 AEU
TOINSHDEEL B L TIXOECD Ky 244 7~

WCRKBEE R TWAR, LA LA SIS 0L#ER
#BIBOIUCLIDZ i L TIERL D F ¥ TADBATICH%
DACTR AN, LY

IUCLID % i ] U 72 K38/ KRR ¥ & T I f
W RYTERO A A 5 v ALESANCO/10181/2013
1Z20214E3 H 24 H A6 LCETNC & 0 B S, ik
WASH F Y ZAE D A4 7 v 2 LESANCO/12545/
201413202 14E3 A 53T IC K W B sz Th
SOFAT Y ADOTHIZLY, 7ERDO P KD
4% v ZGIUCLIDZ i L CTHER ® F ¥ iz id i
SNV EDVHA YV ARITIRENT=,

FEARYE I L CHIUCLIDZfi L 7-4EH &
otze LU HRAYEIZE L CTIZIUCLID
AL 2238 IS - T20144E3 H 21 H A 03
SANCO/10363/20125 98T BB /R ST Wiz T
Y7L — FHEFE N, 20214E1 H 25 HA 4510827
JBEINIRE N2,

B A MER DA 5 >~ ZALESANCO/12580,/2012

W LT, B 2 MEASOKE/ ABEHDILC
LEHEND 720, 20194E3 A 22 AT E4KET 254 b 1F
WL TWwWb,

AEAIG R L CLHIR E s &y » 7L — b
SANCO/12592/2012020194E3 H 22 H A 4528 2T 13
IUCLIDY 7 by 7 2 L7z F ¥ T oM BEG#%
b LIES e L 720 20244E3 H 22 HAS 8538 2191
XoTHFENLD, BHINZ0OEFEIEOT VT
L—FDATINIF202343A3IHICOJATKE N
CLPHLHI1272/2008~D 15 1EHHI2023/707°" & Y %

LWAHENGFASEA SN2 & THBFoRICED S

R OEHDBUEN o 22 EBELRPHTH - 72,
B LWAEESEISEA SN T ETHEIELNL2T
@ T WEELYE ] 1ZIEHH2102 SIEH2121ICE B S h
720 THH2121TIEN W BELERHEH O JIERITRE N
727y FL— b AT Nz,

IUCLIDK> I
20194E9 H6 HICOJ AT E N /- &Y #EE CHEUY A 2

SR o0 FEBHE & Frke v BEVEIC I 4 A (Regulation

on the transparency and sustainability of the EU
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risk assessment in the food chain: Transparency
Regulation) 2019/1381%1Z X b PPP#LHI1107/2009%
—OLELIMEIES NI TOBIEIC X ) ASO KR
(& AKREEMBIE) b L CI3RFRED O & L
7 — % #3X (standard data formats) 1Zfit > THEH
T5Z LIl -7z (BHI2019/1381575(1)(a)@3). HHI
1107/2009%75(1). £8155:(1)) o BIERTTIAERER WV
MWEREN B E2 B WTEFSAICE DV AEEINED
FASHKRRAREEF TRESNIMEF 2 Th -
720 LPLGAS, BIEICKXOMEN Y ZEEe Y
IOXNEZR L %Y R DR S 15 5D
FHFEE»SIRBENBINEHREED N4
P RRENDLZ L o7 (BHI2019/13814574=(2)
@), BIHI1107/2009%5105%. #165%) - 2D INET
EBEEE B ¥ ZICE E N T Ao BRI
WTHBEIR W ZR SN D UAMIRER SIS S
Ll o7z EWRMERIAI2019/13811%. OJ 2% H2019
SEIH6H D20HED20194E9 26 H 23RN L 720 —3F

X ERBWT, #H HIZ20214E3H27TH & BlE s h
= (HHI2019/1381%65115%) ©

2020$IIH235 ZOJ A & N7 AR GE B T MEBLHI
2020/1740°NZ 1 Z:E W PEBLII2019/1381 % BBk L 72 3
DD A E hto FRATH FIAHI2020/174013 O] &
FH20204-11 H23H D20 H # 02020412 H 13H 2 FE %)
L7z #H HIZZBMEBHI2019/1381 & [6] L 202143 H
27H L H#e Sz (HHI2020/174056185%) -

KGR T NEBL 8447201 213 7 72 58 5 T Ne 33 1l
2020/17401C & v mERpL 2 7z (BLHI2020/1740%517

%) W5 FEEIETE2SEE S 7z ASO KGR I ILK
PR TN I844/2012055 | &t T S b 2 &
2% - 72 (BHI2020/174056175%) o

FEHPEBLHN2019/1381102 & 0 KGR T BT 0 HHGE ISR e

F= IR TR E R o722 8T KEEH T
MEFLIN2020/174025 8 H S L5 ASOKREEH M =
WFIUCLIDY 7 b7 2 L TR EHE Sz
(BIHI2020/1740%625 B75) o RABEHHFE TR
a7z Frxidaxry MUEDdAEINDS (B
HI2020/1740%6105%) o P HicHE N A%V
TEHUZEE L CIITUCLIDOERED M (B11112020/1740
BTRA) RIS A MAFRE R B X O IR
WS 7% 2 222 e (HNI2020/17408565(7) LT
HAE SRR N2 EE TE 5,

JRFE N TIZB L Cl320214F3H11HICOJ AFE E
7= ASHRGE/ KGR SEMHB IR PEE R IB O T — 5 7 & —
< v MRINHHI2021 /42812 X WIUCLIDY 7 b

TINZHED T2 H OGRS U FARBSEMAE IR W5
/1%&@@&7—97¢—7ybkbf%ﬁéh
20214E3H27TH VBRI O F o micwifl & e o 72 OB
H12021/428551 5. #52%%) o
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WM HI2019/138102 X b — ¢ ihid: (General
Food Law: GFL) #H1178/2002%124532b5c & L it
S -3 a4 (Notification of Studies: NoS) 12
B9 28 (BHI2019/13814514%(6). #iHI178/2002%5
32b%e) 1ZEFSAIC X % aFAliRs R0 2 HL i o ME R 258
EENTVLHERLHEAD 2 DIFREE, Eish sk
BRIZDWTCEFSANOEAI &L ZOFIHERL7ZD DT
H Do AFRFEH TMHN2020/1740Tlx & DNoSIZEE
D HERAKEER Y TIZZ0LH DL LTHZIC
A s GHAI2020/174045652(2)0) o

PPPOREWHFEICE L T, INEEDE T 5 X%

(zone) TOXIHFEAE (zonal Rapporteur Member
State: zZRMS) 723%#& % 0L (BLHI1107/2009%535
4. #5365%) XIS o BAAR N 1 zZRMS O 5 Aill
et L A EOE L2, H120H BLINIZHET 5

(BLHI1107/2009%:375(4)) DT, JEHIE L CTEFSAIZ
IBBEEN S Ve ZO72OBE L TIXFAW HFED
HIH721) OREIEINoSOM R > THB 53, B H
i K T B TUCLIDHFE DR RIZIZ R > TV R\,

L2 L%h s mEOMRLORERHETICED B
MRLHGHIEFSALC X % Al i %0 72 35 O /B A8
EENTVBIHFETH L7280, NoSHLEL %572,
ZHUZPEVY. MRLEGEDIUCLID TR IS B Z &1
72 - 72 MRLHIHI396/2005°"CHLE OMRL H 5§ D
FORFI (HI396/20055575%) I HREH oAk
b B HkiE w720, MRLEANCE L TIZIUCLID
HIERIZRE ) B IE BN R ST e,

F ¥ TR MRLHIGHEEDSIUCLID TR E 2 o 7272
&, EFSAHHH A ¥~ ZAIMRLEFEL &5 X9
WCHETE N, KEE [ REEEYE oM B0 729
O Kz LGl oS B X OB LA B
BT BB A Y v A ] L2 72202146211
HERIRG AT 25202143 H3H IS A K S 7z, 20214
2123 H A CHSANTE/10182/2021™12 & ) & g
WA A & 2 A20214E TR, 20214E3 H 27 H AR
MO F Y TICEA SN, ZOHUBICERETED F
VIO I NG b DL o7z SRR EC
B L CIZ20214-3 H27H BAREICH_ I Mo ZIZBIFR L

RS EICEH S MBS L E ol B, Bl
518 258 1 S B ASO AR T XA GR T HT FIFHLH
844/201275%5 | e\ T SN b o Z D72 KBTI
TNEHHI844/20127TF TIZIUCLID 2 H L Ze Wl I
IO E DO T20214E3H27TH DRI K ¥ =8
SN TOHBW Y A & > 220214 W ET UL
Nh o7z,

H[HHIHA 7 A20214E L ETHUAS# T S B ASHKRE
URBEMBIEDL &) b L KR ER F ¥ i,
IUCLIDZ i L TR 8 b0 FHBEW AT A 52 A H)
MRDRFEE LTIRRDT » 7L — D% HSIUCLIDIC

EFRIEFE 2025

R AENTz, TO20214FELETHTIE. WO BRI ZED
FUYTL—=F DL, F=F DL IR T LR
DOF TV =1 I P IOF— 7RO E &
EHIZIUCLIDZ—H == a7 VHIZHh b EREN
720 Gt TYUETRDHEIIZMRDOED T » T L —
FOLLBEFN TV,

IUCLIDZ—#—~<= 2 7 lix. ASHHICIZ/LY
PIE ASHIRE . A ASHEEH & IR HEEH o
M, ZMUTIMA CMRLEGEHIAER S 7zas, A5k
VB ERLII2019/1381 05 HI H T % 20214E3H27H
XV 72,

bW ASHIEEH OIUCLIDHIF5~ = 2 7 VS 1R
[TUCLID MR Hds~ == 7 v ] ™i320214E7H
14012, MAEWASHFENOIUCLIDH G~ =2 7 Vi
1t [TUCLID At ha~ =27 V] ik
20214E5 H19H IS, BAY AP FHEH OTUCLIDHFE <
Z 2 7V TTUCLIDEAW EHiE~ =27V ™
1220214E8 H9H 12, MRLHGEH OIUCLIDH < = =
TIVEI TMRLEFH~ = 2 7V | P1320214:3H23H
ARSI NIz % BALSWE ASHIGE H OTUCLID Hi &
=27 VI L CIEEE2RE [TUCLID 5 YW B i as
~ =27 )VIUCLID 6 6.XH] ™A% U20214:7 H14H
WCAREINTBY ., FE2BUIZ B IE 2 2> 7230
ASBINE N Tz,

20204E12 H9HIZOJ A% S 72 BH12020/2007712 X
D KFEASY) A b HHI540/2011 DB IEA 22 T, »
KOPDASOARBIIRAILR SNz TOBIEICED
HIDOIUCLIDHIGE & 72 2 KGR HASICBI L Tk ko
TIEHIIRAIE B S, 1R W32 232021457 A
SLHIZ % o 720 202149 A30 HAY [EFSA SE3EE £ v
NI =% 7 7 NV—"7 TUCLIDNNA X—=>rT77Furs 3
L1z oTar 5 M320214E7 H i 58 DRI
Ny 3 MBRASIE £ X 72 ASO KGR Hr TR A O
IUCLID T O & FHiiZ B b 2 HaE# LB E~ D3
BEAHMICLZZZEDRENTw, TOLEOHIE
FIIITIRON G & 725 72 ASE HFEH B X ORMS & FH
RMS (Co-RMS) O»—EER I N Tz, KFE
FIASIZBIL Tix 20204E10 H29HICEFSAIZHIGEH &N
WIENZHE % 2 I 720 20204E11H RICHE I —F 14 >
FHRME SN, o7 a s S A1320204E12) A 520214
12HETORAHDOPETEBINS Z L LTz,

20194E3 ) 27 HIRIRDEFSAH B A A 4~ AR
DOWFEDOT T L — FIF20214E7 H 14 H KX E D 20
[TUCLID i&E e HiFE~==7 ) (IUCLID 6 6.X
fi) |12k B ELLTOTable 1312779 & 9 IZTUCLIDIZ B
NiAFEFN7z0 FINFTOR Y TLEATE L THRRE
EN TV EE O —IBIZ LT D Table 14127R
T EXIICIUCLIDIZEE D AT N7z 2 LIC X D FEMAEE
Loz 7B, IUCLID bW ASHE~ =27 Vv
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LN ER  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 IUCLID

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)

L ENES  Supporting documentation (Documents A-J) to be attached in IUCLID

Supporting documentation

Location in I[UCLID

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

Document A Purpose document)
: . . Attached to the “Reports and administrative information” field in 13. Summary and evaluation of
Document B Task force information . i
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 yp 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 ‘ Otber_ refe?rences fleld ( in 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 ITUCLID 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 TUCLID 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 T 520244E11 H20H 2RO T [TUCLID
6.8 WHIEWRHGE~ =27 V] N2 X B & & TORH
AIUCLID CHEFEICHE TE 2 £ 9 12T A 1EED AT
FC20254FE4 A 20 I3 CFE O pdf LT Z 1T 2w
CEDVTREEINT VDS, CETUAN O EREAI D
WAL ->THBY ., 202446 H4H 2% [TUCLID 6.8
EU PPPIGEEM BRI HGEE () LKCALKCPOX R
7 (crosswalks) | #E5H"CIE, CEB. EDI-313
IUCLIDIZE D A F ., ifA L CHRIBTE 2 013 c#C
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EXEGIERENT W,

Z®O1IT20034F11H210f TPPPRY /€ 757
LA E B (Existing Substances Regulation:
ESR) F¥x/V) A7 GHili s & %2 54 44 A4 FEE,

(Biocidal Product; BP) F¥ =& ifEET (Competent
Authority: CA) BB E D X HITFIHT % H
T 2745 v A3 ] Tt PPPOASKGRD
HEEEIPMER S5 KTk & L ICBPOAS/ B I

(Product type: PT) &% &4 2 MBEDCADS
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Ve A EFflisHECTHLHE ) 7T 7 DR BT L
72T, BPFYZ#PPP Y L1358 7% 2K
L7z &2l L7z,
BP{§4798/8/EC F THA SN 5 ASO—HRIZIZ,
PPP#§4r91/414/EEC F THHAE SN A ASZEF TH
< BEAALZ Y B AP B3 2 BLH0793/93% T TRkl &
NDZWEDH o720 BALFWE TIERBROBZIZ
IUCLIDY 7 by 7 AN &Nz 720BP F ¥ Tl
IUCLIDOER D ZE sz &bt L7z, PPPFY
I COXREAMEFRIA LT 2 LHEAJOKFEEBPF
VI TIILENITH BB S L <I33GEIT
5 A7 TR AL, BB VIECEIORMN CE
2L 720 WHEZ Y IUCLIDICH Y 3Atr & & TPPP
YITHULHFATE LTRMHT 2 CEOREHIET %
ZENTEREEZ D,
METHBWLZ L) ICEDFFEDO AL ¥ v ALHT
BEZE R 2 T2 H© 2 RS O A IIZOHT O ff
AR R X Tz, TUCLID TIROHTAMEH S
THEY, ZREHILICATHDO 7 + —< v ol
ENTwiz, IUCLIDZ—%—~ =2 7 VIZIZIUCLID
WKEDATRTWET V7L — FOWEED T — 7 B3R
TEITRENTEYD, ZO00 ) OR=IEDOL
kol
TUCLIDZfEH L CORRER K =offfidEio
HRHRERCARGEE IR K ¥ T2 & TN 7 R
OMEZOHTICEDETANLET I LA NEL L,
IUCLIDANIC L 2 ZBE F Y T oM &FEil .,
IUCLIDH#~ =2 7 VRIUCLIDNA =47 7
O 7T MIH o TEMES L, 2020453027 H 1T
[TUCLIDAE T B3 N ¥ T O & F23E O i iy
# ] P X0, 20204E7 A 24 H %647 TTUCLIDAE TD
AWy B3R B Y T OB & g2 O A E | Yoot
DOMEEIER, AFEENT, IS OMEEIX
PPPOASHIUCLIDAER TO K ¥ ZAEH D34 1 » b
RBEDO—HTLH o720 IUCLIDOEF R L) A
FENTBY, EL2EIELTHITFLN-DIZPPPD
ASIZHEEROHTAZ DRI TOIUCLIDIZ Ao 72 Z
b MZEARE TS (Good Agricultural Practices
: GAP) RR kT — AR EHOT > 7L — M
I e, BEXUFYMERIIB W TREHY R A H
WTERDORBOILROMETH 720 ThS5DHY
HBOIZHOOEE D ZOWMEFHIZITR SNz, EFSA
HBWTA Y AMBORNFEDTF T L — ML T
IUCLIDIZ ED X H 12D AT h b C O s & THat
a7z,
HHLFEWEASOKBTEH ¥ ZOERIZIEO F
VIR EERIT TSI TLE L Ok %
Pl AERUCIZARET C840ME R 230 o 72 & 3 &
nTwb,

EFRIEFE 2025

IUCLID%Z F ¥ ZAERICfi 36 2 & TORE W]
HEVE D #i ST ieo AL E 086k, FFill,. G205
T ONHIBR (Registration, Evaluation, Authorisation and
Restriction of Chemicals: REACH) #H11907/2006%
IZBIF Db s ® (Chemical Safety Report:
CSR) 1&PPPDOASOFHilli it & & L M55 DX HETH 5
A ZOXFIZIUCLID A & HEy TIERK T g TRI4IRE R
T74—<y PTEHLERMEIN TV, ZOWEF
fER (report generator) F&fEIZ/ N4 FH A FRFI D
IUCLIDTIZ F 75 AA TN TV h o 7225, FREEX B
L. 7RI AT AHIERRREEIN TV,

BPOAS/PTOAGHGEIZE L TIZIUCLIDT® K
3 TR ASBPHLANS28/20129 CEMENTWBE Z L1
Z® 1 TRt L7225 TUCLIDIZREACH®B X UFCLPHIHY
1272/2008 TH M STV 72d T, REACHOX R &
% HALEWE TlE, BRBRRE O B IS BEICOHT A3
H3InTnwiz,

PPPDASD G/ AFBEHIZIUCLIDAHH S b
VA 5. REACHS:TOf A - 720, IUCLID
T 2EREEFHALEL. WAVAL LRSI % S
nNTnb,

20224F1 A 18 HAY [ EWFHliCoO N A b akBREL
R OBENC T 2058 ] *IZIZRSSTH HIUCLID
K& 9 2 i ICPPPRIAR TREAH S T w72 3B
MM ICIED D ) . B LS RIT Tzl D
TR0 > 720 RSSIEBEND A ¥ % ¥ 2 — Tl
HELTNOERERSSICEXET DI Y KRS ¥
MIkaZlE, BBREEZEMED L AIRFHICE
DR SN A LD D 5 Z E AR STz, ZIUIRSS
OVERCEIZRERE Z DI85 X —F QIR ITLELIE )
5TH Do REREFERG L 727t ASRSS 2 1ERL 3 %
DORHEFELORFLH I NIz M ADORSSTERHE 1Z
IUCLID®D 7 4 =)V FIZ AT § BB A LB A4 K F
A4 VR L CERSNZHBORSSEfl L LTSI
TSRO EE K L7z REACHETINE TR
FHENTHIIZE2hb 5T, SHDO7-DICWED
WB T ARSSVER B H WA WA STz,

IUCLIDHFE~ = =2 7 IIVIZIZIUCLIDIZE& D A
TWbLT YT L= MORENRT—FERT LIRS
TBY, TR0 %)OR=IVEOLEIIE>TW
bo LDLEDH, BRI ANIGNIEHE ) RENT
BH T, RSB ZR 0 O ATIBIANT & A ETR
STV,

EFSAM202246 H28HIZAFK L 72 &

(procurement) ZE4E [HEY) PR 5 B O TUCLID
926 (demonstration) F3 T OTiZ, SeOBE &SI
TIUCLIDZfEH LCER L7228 N3 =Tl T
XD oA TRH-7-TEFELENT W,

IEEIZEEIE S, BRI RET—5 %
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KW /.
et

JEFRMI L 72 (sanitised) FY IR ML —=V 7%
BHERDOTIE. VAT LADF A N ERELR Ky 15
WEMRET 27200857 5UBHROIFEICLETD
HIENZOFMEFEELRNEK LA MRS T
720 %Z## (contractor) (21Z. EFSAD St & E
FRMH LT Y 140 & BT L 72-REO 587
EWEDREICRO SN T Wz BRI NFER
IDOWLOPIERE/ ML —= Y VIO LS I
L 20244E6 H4H 453 ® [TUCLID 6.7 test dossiers| ™
DA MR IR,

IUCLID TG HFEEHEET N oL ELOS
By 2 b, CEMBEREIBEERTRETH S, S5
VT O AT AN D i T B AR O 1 R T
2T BAEEDHESTHTH 5 2 & H320244E11 21 H B it
EFSA PSN IUCLID# 7 7V — 7411113 —F 4 » &
DFHEFFDCTHIE SN2, T OFHEFERITIZEFSANTL
EMIZHOARIC L, &R b LEFHiEEE0%
BAZEDREIH L VR THEESRZOTEZHPALZS
Lyitsh T, IUCLIDOMEHIZ L Y OECD K&
IHAFTVATRENT YA EEUD Ky o ff
A& DMHERS—BML-EFZ 5,

EFSA PSN IUCLID% 7' 7V — 74110 3 —F 4 ~
7 O#%$k21Z. IUCLID TOMELEN2F— 7 T
BHER RN O L) OS2 S 7z EEFSAAT
B L7z &t S Cwize BIFEIUCLID TOF— 4 D
HAMIEEICIUCLIDH O 7 — & o 4l & #Hid: Tk
WARREM IS L 5 F Y 225 O fiEHERICRE &
nTwb, £F— ¥ X—Z|Zb75TIUCLID F ¥ =

1 ENES The OECD's 38 Member countries

hOBREHELEHTAZ 2 MEL, ZRI2LD
A7 i ORERE FD DT — 5 i —E R (data
analytics service) #RET H I EIZEMNE LT
IUCLID 7 — % O O 2SR LR Sz,

IUCLIDF > IDEEDER

BIEMOOECD Y44 %~ A2 L Tix2005
ES A 2RI 204 E R A YET SN TV v €D
MICEUZ L CEULSOOECDHN B 1 CTREEEICEH 3 %
T = F BUROETRBMAAE U Tz, 20194E12 A £
OECDAb =W E D . W F IR s &

(Chemical Safety and Biosafety Progress Report)
$395N X B LN E S SRS N7 — 5 FRo
BIMZHE DV TASIZE L TH LWOECD T — # 23K
HHFE 7 28 AT 5 CHOWRTA20194E6 A 0 f2 38
Y327 Vv —7 (Working Group on Pesticides: WGP)
I=TAVITTEREINIZEDH B, LOLRDVSHL
WOECD7 — % SERI H 5 O SCH IR i TII A%
ENTwZiv, OECDR YA A ¥ ¥ A x4 E o
T = F ERDBINMIFIETE TR VWEF R 5o

Mz CTOECD K ¥ A4 & v XTIk kBt o wis
D7 v 7L — M OWBIZOATIZ EFEHIC BARIITR S
NIV v,

R TR L7z X 9 ICEUTIE F ¥ 2R o%ET 2 &
TEWMEH2019/1381D#EHIZ L Y. PPPOASIZH
b5 HEIZIUCLIDZ M L TORMIZ R 5720 DUF
DTable 151277F & ) ([ZBAEDOECDN #2538 7 [ i

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)

Tirkiye (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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227 EAEUMBETH 5. 3 7%HHOECDHEED
4B oI B ETOHTIZHE o 72 3B % R 5 2532
Hah, fHMishTnws vz b,

EURAMOOECDH M ENZ R TF— & ZRAZ »
TOHBERBBBICLZVPETHS, LELEND
OECD k¥ kX ¢ LEU LA O OECD i ¥ 12
IR L 72 F Y =2 L TR EUTOHFFIZIEZ
DRy TIZHEENLTEHRETUCLIDNEAT L 2 U
O\,

PPPOASIZE L CHIEE S CTIZOHT TR D
HEDVEULAOOECDIMEE O LT TERE L TW
LTl RV L2 Lad S bW E & FARICOHT
VAT AR AGEOWINISHEEZ OND, &
BRSO ME D 7 ¢ —< v IR EE 2 BLE R4
Ty T L— hE#EL TR WOECDHE E~®H
i CIXOHTIZHE - TREBITARBR KR E 2 L. F
VIZEDTRBT A EETHE2 252 Lk
WAL T O RETH 5o

OECD K Y44 ¥ v A TEARM R FLIRBI A 72 v
ARERICH L CHOMEICHE L/2EFSADHLESEE L 72
IUCLIDKF Y ZHARKENTWELEDOT, EUMAD
OECDJIN¥ETH OHT % i L 7= sABRIS R 2 O Rk
Be L THHTRETH S,

i > OEC D i B 1~ o> 55 1S 3 B ok M 2
AOHTTIER L CTHNIFEUMITICEEHZ LT
IUCLIDICBAT T B BB 235 L T2 H 5 1R
KR HECTdH 5o

OHTIXE DT ¥ FARA ¥ MR L 72 B hks
HROUWMICEIN TV ETF— 72BN TH20DE
AL LTOMHZANE LTS, K5O
OHTIZOECD®DF A M #' 4 K54~ (Test Guidelines:
TGs) b L RHA Y Y ANHEAET HRBETIZON
A7 A% EZRB L TER SIS TWwb, EUTOPPPD
ASOHGEICIUCLIDMEH S5 X912 > THh b,
REACHTF DAL WE T 7 — & BRIZ e o 723 Bk
T 20HTA2H 72 IHER T % & & HICPPPOAS
DIUCLID F ¥ T2 T E % & 9 ICBEAFOHT DL
RIAYENE S 7z,

KETIRLEWEASHORBR Ta 7 7 A Vv v 7
L' — b (Study Profile Templates) 2571 7 7
AT TL—bDHA T, MAEMASHOOECD
57— & #liic$k (Data Evaluation Record: DER) 7
¥ 7L —FDOECDTF — % iffliitdk 7T v 7L — b D
P4 PR ER TV A, BT 774 VT v T
L— MZIBROT 7L — MIIIDER & OFE#AH 5
bObEINTWAS, 2011411 H18H AT TOECD DER
77 L— b O ENFEF | PIZOECD DERT ~
7L — MER OB LR EOFEB %R L #T
Hbo TOXETIIMEMASHDOECD DERT ~ 7

EFRIEFE 2025

L=1MDOERRLED L) IMHEHTH22ITMA T, 77—
T EERO—ITOEFIDRFREN TS, F72DERA
OECD F ¥ T HXTOLEMTH 5 BEEITICEHES L.
LHEKDME 2 ORBIREHETH L I LHPRIRENTW
5o LHELOBBIMEMEHRIIOWTIRIN TR
WOTKETIEBEIMEREFIFHIA TV RN
ElBbNE, TNHDOOECDRN YA A ¥V A TORE
JEIEZ ARG 3557 > 7L — MBI L CTid, KER
%R (United States Environmental Protection
Agency: US EPA) OERA A 54 U HBFFHET 5D
DIZDWTIHRERAT A KT 4 12HE o 728k TR
ENTWD, ZOITRE L& ) ICOHTO/ERICE [E
ENTZZHABEAA RTAL 7 v 7L — MTiE, 4k
DIk BEHHE S E (North American Free Trade
Agreement: NAFTA) T RIEFIIEH S N8
ZHRBBERODERT Y 7L = Fb&EEINTWI-D
Ty REOT 7L — M EOHTORMICIZDH 5 TR DR
PERH LD EEbIS,

OECD®D20194E 0 # [ML =W REH To I A M|
% OECDIZED X H I L THE~DOFIZE Z fEFZIZ L
7] PTIE, AL E TIZOECDAMER L 72zOHT %
T AT JZEED AL EAIBN U5 72 5 [E o FFAli 12
RedT—%ty AT LI MRSz &
RENTW, REICBWTHOHTIC X VbR
BOK M E A1 oD T — ¥ N—AIPELIRET S 2
ETT— Y O AR LIZEH Ulhhe %% 5
EITIZRBWEEE ozt bR SN Tz,

SRR LT 2023411 H22H BHMEEFSA
PSN IUCLIDY 77V —TFHE8M I —5 1 7 TD

[OECD IUCLID HifY 27— 7 TOEEIENEAL O B
WE) T T AT 43 WX AR T — 5l
HOFAL] DB BB CHBRFII RS
WCEBF v 7B ERET DI, IR (central
repository) (EWEETH EFITL U HEFIRD L <
RGBT E R DORENOFE R HE R P e L
THRESIN, THEF UETREEER Y F AT
LS & LS IR TH 5o

FLBPEETCOT—IANDPTRETHLZ &
1320214E6 H10H A F DOECDRER & FE iV — X

(Series on Testing and Assessment) 297 [{b&=
F— S EHD7ZDDIUCLIDD A A5 < 4 ADFEE ]
2RISR E TV B,

TUCLIDIZBI L T AEEH AT AEEE S T
By, OHTH HH. BIMPEBINTWD, LAaL
GRLOHTH»EH SNz E. HHWOHT 2% Lw
OHT~NDOT— ¥ BITHLEL V1R 5, T—IBITD
REIERTB OEFSA PSN IUCLIDY 7 7 Vv — 745111
I=T 4 Y7 OFEFHFIILELINTEY, IUCLIDD
FTATHA 7 NWVEROULEMEDTFLIN TV 5,
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e

7 — ¥ BATOMBEI SRR E, OHT 2 H
L7 RBEMEZ 1D T — 7 N— 212 UE, RE
L. Be2EOR: 5 HTHERT 27— R
HbETHIT 452 & TEUB L UEUMAI O EAOH
P D577 & FRAFRICHIE T RE & BbN s,

OECDMIME7Z1 T2 <. EBHREITH OHTOMEH
DR T, OHT 2 U 72 3l i iE 22 (3 =B
B ORI DA TREIC 2 D 74 %,

7= WX OREREACIE, RS G R R
¥R (Food and Agriculture Organization of the
United Nation: FAO) /it @R (World Health
Organization: WHO) &[5 B E MR A (Joint
FAO/WHO Meeting on Pesticide Residues: JMPR)
RIA—T v 7 AR REIS (Codex Committee on
Pesticides Residues: CCPR) T®. JMPR T2
PRI NB F ¥ 2 R50fli  & O IAE R DR =4
ELCRIEE s Cwb, CCPREESAE Y v a v O
& LTHE S 72202344 3 TCCPR & JMPROE
Fhix o b - #&, Pk, RoOBR~ofhE] i
2. Ty, Y IVTF T L — b e
(Information Technology: IT) 23®IF SN Tw5b, *
7% ETOFME (National Reviews) %7 — % ®JMPR
TOFHbBEZ LN T WD,

A L E RPN & o THEZR B, E#EL S
T RBOEEGE 7 v 7L — oA U,
OECDIMEE721F T/  EIBEHEB ORI BV T B I
& FH OB RIS R 5 & b s,

IUCLIDIZ & 2 ET1EH 2 L3 F 222 ANEEED)S
B CE CWRWEBIFAET 205, BEDEUD F ¥
IRFHliHREHEHOT > 7L — bD X H1ZMS Word T
DT 7L —IOHTOERAZE KM L 72 Tt s h
T, 207 ¥ 7L — b TR OSBRI RA 2 X
TRMICIUCLIDE OB RN Y AT A0 7 —%
BITOBICBL DL Bbh b,

20254E3 H 3HICHRINOEFSANM I ZZ R i i
(External Scientific Report) [EFSAEIE(LTE
Y7 — & R—2 0] "V TIEARHE TR SR
77— S L CEFSADMER L 72 #I=H D
F—= I RN = AN EEFEEOFEHIHEH I N TV
A FA VEF) 27 7R A A Y MFFEFT (German
Federal Institute for Risk Assessment. JiiEDas
Bundesinstitut fiir Risikobewertung: BfR) 25Tk
BHREHErO T 2B LT T — 4 RX—2 %
MEER L7z 2 LG s Tw b, RS E
7 — % OIUCLIDAR AN DOBATERERER L 727 — %
NR=ZDFHH SV L DOHhDIREH S 7z, ITUCLID/
OHTT7 ¥ 7L — b ~\OF— ¥ BiTEO#MFETOHT
70 (in vitroTOBIRTELE) ORIV OHDOLEH
PR ZETAEREomLIC RS 2 LRk sz, JE
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IUCLID 7 — % ## 35 & koo 7 — & # TUCLID#: I B
T35 —C2ADR/MPEL SN2 RIRN R TERE
MTEBAEEFSASCHEH SN TWATF— Ho T &~
TV —bOF— 5L X ZTUCLID/OHT O 7 ~
T — MIEDLELLEPIRE SNz, ZOMEEIL
IUCLIDZS K ¥ TAE 721 TR F—=FRXR—=R &L LT
I RE R 2 LR L, TDHOIZOHTIZE L5
BEMAAIETTF—IR=—2 L LTHHT BEOH
AR E LSS EE2RIEL TV,

IUCLID~®D A IEME & TR0 5. LA L%
A5, BEEIG R TEBICFE L5 2 &2
A T—FIR=ZAELLTHHTELZLEE ZNIT
IUCLIDIZA I &N 1E#A AT 5 2 LA
¥ b, IUCLID Y ZDF— % 2 HAH RIEMmE &
bETHNTE RS TR TFEASORBETH O
T RICED X ) RHAENEND 0O TFRIZ S HILD
LEZOND,

BHUIC

OECDHE A PPPD ASHKGE /AR AHEH IR T 5 I
IR R Y DD TR T A R S o B
ELCEUICHEA SN/2HTHEUTIE F ¥ =R 5 ik
ORI D LETRBMAE Uz SETO—EB
ZEUMHB O ZERFHDOE Y AR TH - 7255, OECD
RO BEHB LU L CEYATH
720 IUCLIDZ LT F ¥ i HIZOHTIZE DO W
RS T v T L — M & — 7 AR o
AL AR L 72,

OHTA WAWA R BRI L TER SN TETWw 5
ZERIUCLIDAR ED T —F RX—=ZA Y AT LADFIREIC
X0, AN L7727 —% Z0OECDEMBE D 7 — & B3R
WEDbELREEE LTHNT2Z L WEEICR->T
XTwb,

T L) SRR E ARG EICE L T
OHT D HH I HE S ERBGRIMEZE S 0 BT % Bk FE i
L. L wF— 2 ZRICHIS T 2ilBkE 207 —4 %
ABIL. U RZFHliz HH LT & TRABEH I
¥ T OFMIBRETC K ¥ TR 22 5 IR 0 8 2
hReE Bbh s,

AR TR L 2FHE IOV, BB GET
WHEZMHRTED L) IBHELENDY) ¥ 7 BT
5HDIZOWTIE, [GIHCH] oz » 7 %% R
L720T, #flxfEREC-2 0 NEERTH 5D,
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1)

JEH 7132, AL, 2024, 45 (2024).
https://www.sumitomo-chem.co.jp/rd/report/
files/docs/2024]_5.pdf (Z12025/3/17).

EC, “Directive 91/414/EEC (O] 1991.08.19)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:31991L0414 (£:1£2025/3/17).
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)”, MEPHEHIRTEH EMZ SN TEY,
WACAREINTDIEBZE S L19984E7 ARl
BB O BB hUIE2005.05 85 28 BT 72 A5 A X (Main
document)~DY > 7 ABIETE L L TW 5,
MRIBEE 7 7 A VIIHES R, DT v
JE12i87R https://web-archive.oecd.org/2014-11-
19/81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (Z:1#2025/3/17).

European Commission, “Forms for use in
checking dossiers for completeness - Part 3:
Evaluation Form 3: Annex ITA: Test and Study
Reports”, fENLTHMTEEZIEZ 5N TEBY,
WKANCAESINT2DIEBZ 5 < 2004.09.271F 5548
71, 2005.04.15fF #5500E] b AE1E

European Commission, “Forms for use in
checking dossiers for completeness - Part 4:
Evaluation Form 4: Annex IITA: Test and Study
Reports”, MENPEHMTEZILZ 5N TEBY,
AN AEINIZDIEBZ 5 2004.10.151F 5542
71\ 2005.04.1514 25500 E] b AETE

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),

EFRIEFE 2025

9

10)

11)

12)

13)

14)

15)

16)

Latest version Rev.2 (2006.08)”, fif EE > EHhi T
EEHEZONTBY, RAWCAKRINLZDIEB
Z 5 < 200442 I Wi, 58 o BT i1 2006.08 13
FLCARSLIZPL N D) » 2 https://web-archive.
oecd.org/2012-06-14/115378-43435253.pdf (&
2025/3/17).

MEEEFEE 7 7 A VIG#EIsh, UToy v
612871 https://web-archive.oecd.org/2014-11-
19/81844-0oecdguidancedocumentsforpesticideregis
tration.htm#dossier (£1#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)”, AL~ND Y ¥ 7 HIFEH
BKLTWwWh,

MBEEFEE T 7 A VIGHEISh, UToy v
612871 https://web-archive.oecd.org/2014-11-
19/81844-0oecdguidancedocumentsforpesticideregis
tration.htm#dossier (Z182025/3/17).

European Commission, “Forms for use in checking
dossiers for completeness - Part 3: Evaluation
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