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Changes and Future Development in the Format Sumika Technoservice Corporation

of Dossier to be Submitted for the Approval/
Renewal of Approval of Active Substances

Regulatory Affairs & Chemical Safety Center
Hiroko HARADA

Contained in Plant Protection Products in the Mio TATSU

European Union: Part 1

Mika Ota

Since the Plant Protection Product (PPP) Directive 91/414/EEC entered into force, an applicant had to submit
a dossier meeting Community requirements for the approval of an active substance (AS). Under the PPP

Regulation 1107/2009 submission of dossier was also required for the renewal of approval of an AS. The format

of dossier was revised several times therefore a considerable amount of time re-writing/re-formatting the existing

dossiers was spent for preparation of the dossiers for the renewal of approval of the AS. In this article, the changes

in the format of dossier are summarised as ‘Part 1°,

and recent development of the structured and harmonised

format and electronic submission of data, etc. will be summarised in ‘Part 2’, which is to be published next time.

L BHIC

KkN3# 4 (European Union: EU) T, H¥ix#
#15, (Plant Protection Product: PPP) 54 (Directive)
DI & WM (Active Substance: AS) DK:E
(Approval) (213 H1 &5 & 13 BRI 2[5 & (European
Community (ies): EC) DK% iz 3 F¥~ (Dos-
sier) EMHIN S HEEEH X2 NT5Z L1245
7z. PPP#&4 »PPPHIHI (Regulation) 12k 1 & & 4t
b o7 TIE, KR T  KFEHEHT (Renewal of
approval) T& F¥ TOEHIZER XT3,

PPP{EA P TEPPPRAITTE F ¥ Dk (For-
mat) (FRJENWET S 7z, PPPIEA FTO RN Y Tk
A AN 7 A4 199848 5T R 13 5% 7% 1h 7 B F6 4% A
(Organisation for Economic Co-operation and Develop-
ment: OECD) F ¥ kRO H 572, OECDTHR
R Py, 2% DOECD F ¥ = ikAid
OECDINMETHH N B K5Ik 5722, EUTIE
ZDOECD F ¥ Tk & 5 75 2 WETREM AT D
Nz,

FY ZORMADBEEHNNRET SN0 T, KR HFER

FRILE 2024

IR L 72 F o 2O E RKGEHEHTHRE TIN5 1
VIOMAPRLD . KRERICE N IOHFEHEL
RLEBRSVE L &5 72ASE BV, 2021465 513 F
IREMHOREN R T =~y bV T P T EE
HLUZFY TOEKRMPEUTIIMEEEZD, YT Y
IT7NOEROATIOFRD 215 K512k -7,

FEL7 7 7 - 2Rt T3, RFEUDOPPP
DASHKGE /KGR T IZ DT O MBI WA & 6

L. ZR/ KRB X f %17 > T & 72o PPPOASHKFE/
KA IZIEN 92 F Y XD ED X 5 I2WET
ENEZH»OBREWNELTE-, £/, Pk
HA R I A VI1998FWETIRTD F ¥ Ak & FFEIC
RERL T 5,

ARTRZOEME B LIZ, FYIAnED &
SIZWFET & N2 % [Z01] & LTHSHT 5, EU
vaﬁﬁﬁ4Fﬁ4yw%$&aW%ommﬁv
IR TG IR T EREE Zh s ORESZ
BOWETTED LS ITRID XN =I2 DN T iﬁ(lﬁl
Z[Fm2) ELUTHHT S,

ARTIZ N A9 4 F#LE, (Biocidal Product: BP)
BATTOF Y Iz $ 2 P T Bl A A 42 2
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IZOVT MR TS, LALars, ZhdEEic
—EBOPPPDASIHKGE R ¥ AN, 54 FHD K
FERR AT A & Z1he > THER E /=2 &, IIA TBP
DASIKFR R ¥ TR A 4 & v ZDIERIZ B 7= > TPPP
DASKGE P ¥ THANSZIZES N, ZOFHIWANA
BUGEBBE DR B > 722 LB ZDHOPPPO F
CIMNOWENZDEN 2720 TH S, Ko TAR
Tld. BPOASKGE N ¥ THRROZE F TIIMGEEL T
RV 4 RN

PPPIES T COMMRERRMASEIERN IO
BX0ZTE

TR L O EZBI§ 5 #64 (Directive con-
cerning the placing of plant protection products on the
market: PPP Directive) 91/414/EECY1319914F-8 19
HIZE# (Official Journal: O]) AR X I,

MEE (Member States) (ZPPPHi491/414/EEC
IZHE 5 7= B i, B TBOHE & Z 048
DOMAI» B 2ELINC TN & 5 EE I e (e
91/414/EEC#235 (1)), ZHIZ & 0199347 H26H
7 5 PPP{E 4 91/414/EEC OHLE 2 M E THhE < h
52kl 7z,

PPP#5491/414/EECOME®E (Annex) I [fEdnir
LR IS EA PR SR ] SRR T
A ENZASDY) 2 L TH -7z,

PPP{E4791/414/EEC F TIZMEFIDASY Z kN
DI (Inclusion) (FE491/414/EECEE55%) HVKGR
IR 72,

PPPHi791/414/EECO @A 5 24E %12 il & h
TWAERWAS, D F D HIHIASTIZZ DRYIDAKRIZIT
FORHHES/WZ SN T LD LR BTIE RS
Bh ot (#491/414/EECH55(3)). Kik%a15 5
CEBUE D BSRBERE A7z L7z B Y TAHEEE? S
X Nnd Z Ltk -7 (FH91/414/EECE65: (2)) .

PPP#i4791/414/EECO @A H 7> 5 24F- 1412 Lli L
TW7zAS, D F D RETF (existing) ASIZEH L CTRRIN
ZE% (European Commission) (ZEXFEI) A ED 7
077 Aehllh L, FERISKE, D DIEEIAN
DY, & U < BRI 20l 72 & W a Rl
OHIRMIZ B ERP T — 2 2482 L o 5728
BRI, DFDMBEHLICPERL W2 & &%
EYBE Lz (E791/414/EECH8S (2)) .

F ¥k, C#1663/V1/94 [#5491/414/
EECHHE S NI MBI, (55553 L 4585:2) D7-
WD524 (complete) F¥ T EBE% (summary) F
CIOMERESEIROATA F T4 v e#E] TREhi,

ZDRYIAERHF A K54~ (Guidelines for the
preparation of dossiers) (X[J&E»NET S iz, Hikl
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ASORFRIZHEM T 5 Py i3I & LT F o i
B Ry T/ERAH A R 54 VBT > TRk X
N5 H, PEAFASICEIL T F ¥ LI BEFAS
FEBANC XD BE N TH D, BAFASHIET 5 B
Bk DEDRYIERH A FF4 VIZESTE Y
IAEK S 2 AP > 72, PPP{E191/414/EEC FC
DASIKGR N & ARSI S h 2K & F o ofE
KHA FF4 2 %&Table 112737,

BEAF S5 1EE RS (15t stage) ASO F ¥ T2 H IR 12
199444 H28 HIZOJ A % X 7= HiH933/94212 & 1 |
199544 H30H & Bl & 7z (BLHI933/945525%) .
WoT, FY IR H A4 F T4 »1663/VI/940>1994
F8H3H 50 ET (Rev.5)P & L < 1319954F-1 H31H
FHEGWETVIZ DV T F Y TfEk & h7- &2 bh
%, FYIAERFA K54 1663/VI/945H58ET & 5
6UET & ORNTIFARRIC BT 2 k& s id A,

WEAT 28 2B FEAS D I v = $2 H HHRR 13200144 H7H
IZ0J A% X h 72 HI703/2001712 & . 20024F-4 1130
HEHE S 7z (BHI703/20015525%) o WEAESE3EERS
ASIZBAN L 572D T, 20024E8H21HIZOJ A &
721490720029 12 & D 78— & (Part) A& BIZ2%)
#HEh, Py pRIE,. ¥ — F A%320034-11H30
H. 78— FB2320044E11H30H & Bl X A7z GRAN
1490/20025575: (1)) .

REAEA5 2BR b & SR 3ERPEDASIE F Y B A 4 5
A4 21663/VI1/940019984F-4 F 22 1 {1} 55 8e GT VI K5
WT N fERR S 7z,

Ky TR A A F 54 »1663/VI/941213. BiD
WETIRATEAET B0 HBOWET & D ATDO R FHOWET &
BSWET DM DIR & FAE L. HiBASTIETable 11284
FTOF/FSIRENTOAEVKETIIRT R Y TR &S
72ASELFHET B,

PPPHIZ &R ENBASITIHLEME DT — 2 BRIz
Moz By i L 2 BASEMEMO 7 — 2 B3kiC
Motz By M L e BASHIETET B 25, BEfFASA
BYFEST T U 2B IC R IASIZ A T AR RS L 7 5 727
B, FYIERAA K T4 2 1663/VI/94TIEMAEY
ASRIAEMAS A B TOREMNI R X T,

Ny TR A A F 54 1663/VI/9458 5113,
OECDFY A DIIZL 572, OECDTIZASE3S)
ML, FUTHERD 7DD H A &4 v 2 R3FEMMER X
N7z,
1L229’E  (Chemical substances)

[ PR BN & 2 O TEVEYE I 6% 2 Ak BRACRE T2
IZBI$A0ECDAHA XV 2 (FyxHi4 40 %) 9
WA (Microbials)

[T 2E A S 2 IR A S & P e A 2 IR
B R 2 BRI Z B9 2 OECD /1 4 & v 2 (%
EMER Y H A 20 R)[?
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LGN Major guidelines/guidance documents on the preparation of the dossiers for the approval of ASs under PPP

Directive 91/414/EEC

Guidelines/guidance

documents 1663/V1/94

Guidance documents used for the 4™ stage
Parts A and D-F AS only*?

OECD Dossier guidance

Category of AS Rev.5 Rev.6 Rev.8 Sanco/10472/2003  Sanco/10473/2003  BP Dossier guidance] Chemical Pheromones &

& Dossier submission (1994.08.03) (1995.01.31) (1998.04.22) | Rev.5 (2004.07.06)

e,
Revd (0040706  (2002.03.29) substances MLCTODEIS T e

Existing AS O
1% stage (1995.04.30) Either version can be used

2" stage (2002.04.30) - - @) _

3" stage Part A (2003.11.30) o
Part B (2004.11.30)

4 stage*! )
Part A (2005.06.30 - - _
A ) (Plant ext. only)

O
(Other than plant ext.)

Part B (2005.11.30) - - - -
Part C (2005.11.30)

PartD (2005.11.30) - - - -

Part E (2005.11.30) - - - -

PartF (2005.11.30) - - - -

Part G (2005.11.30) - - - -

New AS, Dossier submitted O
before 2004.12.31 Depends on the date of submission

New AS, Dossier submitted
after 2004.12.31

O
Depends on type of AS

*1: According to the Part, Sanco/10393/2004 Rev.4 (2004.10.08) indicated guidance document on the preparation of the dossiers
*2: Guidance documents used for the 4" stage Parts A and D-F AS were prepared/used for ASs belonging to specific Parts of the 4! stage.

These guidance documents were not updates of 1663/VI/94.

7 x 0 E VL FOMIERIEEDE
(Pheromones and other Semiochemicals)

[7 v &2 OMIERIZEDE L 2 OWEMEYE
1248 5 iR N C B A OECD A4 4V 2 (7 =
T E Y EZOMERIZEWEH F Y 54 &0 2) 10

2004410 A 8 H f+} 2 Sanco/10518/2004 [ $£491/
414/EECHE = TIZUE Y EIDGRL (BE55:3 & 5585:2)
DB D5ELE F ¥ TO/ERK & 2R IZB L &gl
BRUOBYOMEECEYT 2 H{EEZES (Standing
Committee on the Food Chain and Animal Health) T
TERRD A A F 54 ] $38ETY T20044-12 A 31 H A
B | v T IZOECDHE T 2 L il & e,
HHIASIZBI L TIZOECDHAD F ¥ T A#BRI5| %52
FEhTnwapZegiddh T,

A7 5 4R HEASIZ20044E12 H24 HIZOJ A K X Mo 72
BHI2229/2004'212 & 0 Z OB IZIE U THis S — b
IZoyElE A (RAN2229/2004F R 1) . F o 4R i ]
FRIZ. 79— FAA32005-6 H30H. 75— I B-GA'2005
F11A30H & BlE S h 7z (BLHI2229/200455125%) o
HIHI2229/2004 DB ETIZIZF 2D/ 3 — b DAS
BT 2B A A, HLHI2229/2004D K TH %
20044F-4 A 8 H {1} LESANCO0/10157/2004555. 284711
DEBEITENThO/S— b BLU/S— b DL —
TR ENTW2ASICBT % 3tH 4 Table 212787,

SANCO/10157/2004555.28¢ 5T T 13 PEAE 54 BX HEAS
1378— MA-FIZ#EI X Tz, Z0%285— FDICE

FRILE 2024

L7zASH /Y= FDEEIZT T 6 h, OJAak Szl
HI12229/2004 1 @2 T TIZREAEE4P%PEASIZ S — M A-G
I | Pl O

BEAT S4B FEASHKGE I IC B 9% o ICBIL T
1320044F-10 H 8 H -} 3¢ & Sanco/10393/2004 [ 45491/
414/EECHE8L Q) IR I N2 F/H T v 0 7 L DA
FEOWED F ¥ Tix 65 ONIFHIRE 2K (draft as-
sessment reports: DARs) fERD 74 & v ZF| H
AWETW TR E NI,

X #Sanco/10393/20041%. F ¥ ZAEK A A F T4
>1663/V1/94¢ L < 13Sanco/10518/2004 % & L 7=
NETIE L, BAFB4BPEASKR N v =k 5 NS
DARTESHNIZ RN S - X TH %, 75— |
AFDASIZBL T2 dhTHD., 75— bGARIT T
5 D%, HiHI2229/2004 DFE T & 5 2004F-4 H8H AT
XFHSANCO/10157/2004555.2805] & FEIZ/ER S 7z
o EEllEhnsg,

AR D F ¥ ZEE 4 4 F 4 > Sanco/10518/2004
B3 ET 12 1320044F12H31IH 2 6 2D F v =ik
OECDMA T 2 Lt e hzIicBb 5 3. BifF
HABEASO—RICBI L TR o F v E
L ARE & X7z,

BiHI2229/2004D 1L (recital) 12, ARHFH 7 B
DATELEOASHID FiFoh s 27 MEIZZ0
HABEDIEE T 0y S5 A TR GEEE L L DENR D
0. & %7 I—TDASIZIELLRTD3D O B O 1 3
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IE W Types of AS covered by the 4™ stage of the review programme

Reg. 2229/2004 SANCO010157/2004 Type of AS (This information was provided in SANCO/10157/2004 Rev.5.2; however, it was not

(0J 2004.12.24) (dated 2004.04.08)  provided in Regulation 2229/2004)

PartA  Groupl PartA Groupl Active substances for which the use is authorised in human foodstuffs or animal feeding stuffs in

accordance with EU-legislation

Group 2 Group 2  Plant extracts

Group 3 Group 3  Animal products or derived thereof by simple processing

Group 4 Group4 Commodity substances

Group 5 Group 5 Active substances which are used on stored plants or plant products

Group 6 Group 6  Repellants and attractants (other than pheromones or other semiochemicals)

Part B Part B

Pheromones or other semiochemicals

Part C Part C

Micro-organisms including viruses

Part D Part D

Active substances which are used as rodenticides (products applied in plant growing areas

(agricultural field, greenhouse, forest) to protect plants or plant products temporarily stored in the

plant growing areas in the open without using storage facilities)

Part E Active substances which are used on stored plants or plant products

Part F PartE

Active substances which are Disinfectants i.e. products applied indirectly (for example for the

disinfection or the disinfestation of empty store rooms or other structures and articles like

greenhouses, growing houses, containers, boxes, sacks, barrels etc.) provided that the purpose of the

use is to destroy organisms exclusively and specifically harmful to plants or plant products and that

after the treatment only plants or plants products will be grown or stored in the treated structures

Part G Part F

existing Member States

Active substances which are on the market in new Member States but are not on the market in

Ta s 5 AOASHIZHRE U220 TR & 1o
HDEDICTHONEY L LK STz (BLHI
2229/20047(3C (14)) .

8= FADASD F ¥ T IR U TS HLHI2229/
2004 THER 2 4 (FHI2229/20045595%) 3 HELE &
N7z, 78— PADASIEYA ISR T 7L — 716D
ASTH D, b FREEADY 27 R¥EVWEELGN
BASTH -7,

7 —T71
[EUBHNZE>Te oW L IZE o ik
ANOFEH AR X T B IS |

)N — T2

[t i |

') — 73

[EIEL L <32 b 6 Mtz il T CAER X h
550]

) — T4

rUH e

) — 75

[ 2 & U < ISRl (S & % a6
Y |

T —T76

[SlEAl LB IE (7 20 E v &7 OIS EEE
YIE LAY |

X #HSanco/10393/2004H11Z 1%/ S— PADASD F ¥
ISR T ATEWE F Y B XL 55 H 4
BV AXLEHEIREI N TN,

8= FADASAND 7 — 2 FHRIZEA L ik, ki

48  Copyright © 2024 Sumitomo Chemical Co., Ltd.

213200447 H 6 H 5 3 & Sanco/10472/2003 [ fiEi
W U < 3R A 5 5158 o R 1 5 5L O %
B O T — 2 FRIZB ¢ A CHTER ] B
ST, RE Y LA 13200447 H 6 H {4 5 5 San-
c0/10473/2003 [ & 2 O AMEMWE & 7 OWE %
GHT 5 RYRHERT O F — 2 ERICB T 2 /E %5
TR | PARGTOTHE LT -2 HPRENTHD,
Z N5 AL FHSanco/10393/2004H1 T N ¥ ZAERK DX
BLidbilifidhTnkEiA 4V 2ALETHH 7,

S— B[ 7 xu® V¥ L<IEZ O HIEEYE |
DASD F ¥ TIZOECDD 7 = 1 & » & F OhlEHIzE
BB F Y THA XY 2SI T e d iz,

JS—FC [T AL ZEEDMEN] DASD F v
TIZOECDOMAEMH P Y /4 &V RIS 2 &
Lxhts,

JS— b D[R (RETH (B, 0. M)
TH & U < 3 ek 2 6 & 3 8ot o i 4
T B IS & B RE L O IRFEICHEH &
BEIE) L UCHA X EMME], /S— E (&
ETIES— DO—) [Hrk s sk e L < 13k
PSR S B MR B X UVS— FF O (HE
Ti3/8— FE) [HEAITH 2 WG MEWE. 800 e H
GR=E. v 2, avsF, A2 A, oo,
Wi & OZROIHE & U< 137 Do MEm2mE
OWH S U < SAHEWEER) <. fiH o 8 kit
Yo B RIS E R MO A E RS Z & Tl
FARREHE T U 2= W& PN i & L < I3 ka3 5
DANERS L IGr# S h 3 Z & »n4& ] DASIE
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20024E-3 H28 HAsH [34 A4 4 FELE O EililcB$ 5

§4r98/8/EC T DiRERAE DOBEE DK, & Sl % & 8
72 R TMERD 4 & 2 OF#ifE2E (Technical
Notes for Guidance: TNsG) ( F ¥ TAERK & iAEREEAM
DTNsG) "ZfE> Z & & Xz,

19984F-4 H24 HIZOJ A 7234 FH A FELE D
ETiiZEA9 554 (Directive concerning the placing
of biocidal products on the market: BP Directive)
98/8/ECY® | T E ASDKRIZIZ F ¥ T O H A b B
7Zo7,

HLHI2229/2004 1 IZBPHE 4798/8/EC T T I ¥ = {2
OASD F ¥ T iZB4 % 580 (BiHI2229/20045575%)
2d D, BPIEA98/8/EC F Tl & T\ 5 ASDY;
A 3BPIEA98/8/EC T CTHE L 72 F v ZDE L % 2
LTV EREIR TN,

BERA & Ui & 1 2BPOASIZBPO #1515
(Product type: PT) 14 [FAll (454598/8/ECHIE
V) TH . BAFAS/PTOMAA D TPTI4IZH
M9 358 I IMAFAS/PTHRADOS IR LTy
F2 Y HTRR 12 20004F-9 H 8 H IZOJ A % X 7= L HI|1896/
2000 TOJA % H D20H #% T & % F4h H20004£9 A
28H D425 A%, D% D20044E3H28H & iz T
W7z (BLHI1896/20005574% (5)) . & 72BPOPTIC iF
PT2 [fEIADKENR AREE B OW Al & Z Ofth
DOBP| (5798/8/ECIHIEHV) & F{EL 7z, BPIES
98/8/ECIH BV THIE D KPTIZR% M4 T % MEFASD
F o R BRI 2003411 H 24 HIZOJ AFK 2 7= 4
H112032/200320 C4D D3 — M2 T T L S 1
i &7z (HHI2032/2003FE V) .

8= MA (PTS,14) : 2004%-3 H 28 H

73— B (PT16,18,19,21) :

20054F-11 A1 H ~20064F-4 730 H
8= hC (PT1,2,3,4,5,6,13) :
200742 H1H~7H31H
78— +D (PT7,9,10,11, 12, 15,17, 20, 22, 23) :
200845 H1H~10A31H

PPPOD A 554Fk s DS — 1+ D, E, FOASIZBP F &
IAMER XN 572, BPIE98/8/EC T CTHEMHI L 72
BPFYZTOHELARHE LTI Z EIZh 7252
5hd,

8= G (HEETIZS— FF) DAS [HHMAMS
ETid B LT 2 2 EAENEE T Bl L Tu
WIETEMIE | 12 BASO F Y THEHIZOECD® F
VIFABY RS T I,

PPP#§4791/414/EEC FIC I3 RZEHOBENR & -
7z (F8H91/414/EECH55% (5)) o AN DMl 15 #
(Annex I Renewal, AIR) T & AAIR1D FH A FIE 1T
20074E-6 H29 H 1Z0J 28 2 X 7= JLAI737/20072V 12 X
DHEIN, LD F VT L HARTASIZBIRY 5 5

FRILE 2024

T =4 LT — 2 BROEERLYIMIKGE A 5 OFF 7
MIHIGRD AT 2 S U 7281 Ly ) 2 2GR O 42 A
R X N7z (HHI737/2007%56% (1) (b)) A5, Ky =
DM ERBEIN TV AL o7, HF—FEHL
W 2 2 Bl OFR HIBRIZ 200848 A 31 H & Ml & h
7= (BHI737/20075565 (1)) .

K ITHERA A K54 21663/VI/94E5%ET &
BEOET

PEAAALFIEAS CHAE 7 10 2 5 A D1 D IKGE
RSN Y TERICE ISR I N 200, P /K
HAF T4 1663/VI/HMFESHET & L < IFFH6WET T
H o7z,

Py iR AT A K54 1663/VI/945E50ET & 556
HET & ORIZIIMRIZB T 2 K& LW T B2 5 7z,
Ky /R A A K54 1663/VI/945 585 & 5560
FICO F ¥ T O % Fig. 112783,

VEHEAO» SR XN TWEDN5EEF YT (Com-
plete Dossier), 584 F ¥ 7 5 X HKTH 3 {H4 D
RERHEEZE  (Individual test and study reports) %1k
W2 DNHEE ¥ v (Summary Dossier) T® - 7=,

HAJIE L AEREE M (Supporting Documenta-
tion) Th %, &KLHDEE% Table 3117,

X EK-NIZPPPIE 191/414/EECKH IE EINZ $2 8 &
N7ZASIZB$ 2 7 — 2 BORE BB UL HR Sz
PPPIZB§ 27— BRIZH T 6Tz,
KII, KIID K& S I2&KR S hiz,

ASTKRT Py AFEMT 2 L ZITIIZDASEEHT
5 (K1 DDOPPPO F ¥ A& I L AT uds 5
Eho7 (JEH91/414/EECH65%(2)), Z D720
JBENHILT S F Y TI3EBAFET 25805 - 7,

ELNIE, ASIZHIL T A HEEHEIF > & XPPP
2B 2 MEEI N v  OEE, FHl. I Td
5, XEHOFEHMLZFY D EHEIF>T 1D
D EOMBEIIN > ) ORKREHETh -7z, X
L-OFig. 1 T/R L 72 & D ICHERERHE IS 28 > Tz,

Wik (Tier) 1CTH 5 CHELICIIRERE IMEE i h
T2 il % DRBKMMOBE L F 2D~ L LT
L Z2RBmEESE0) 2~ (F— 2 BREHIE
EEHRIR) & HEEE T DIAEEH > T 72 h
LT RBEHRESEEOY 2 b (FHEHIE) »
Hotz. FEREIBEORIZIE, RGO )
BT A —LEBREDL T — L0MEH SN E M
Holze [Al—ME. PP AYE. BE . EDS ER B
T 5805 OSSR (supervised field trials)
RIRGHE G A B O T HENJERER (soil dissipation stud-
ies) TIIHND 7 + — LB DR T D LRI AR &
NT, F—2FRITRINTOB R TIEA L
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Document Dossier summaries
(6} Tier IV

Overall Assessment
N-II & N- 11T Tier III

M-I & M-I Tier 1T A H H H H h
Al

\
A

Annex II (AS) Dossier Annex IIT (PPP(s)) Dossier

Summary Summary

e

Annex II Dossier Annex III Dossier

Ato] Supporting Documentation

L e ] l
|

A Complete Dossier consists of Documents A through O.
: Summary Dossiers consist of the Complete Dossier excluding Document(s) K (Reports).
: (Reports): Individual test and study reports
| Tier I: Summary of the findings of individual tests and studies
I Tier II: Discussion and interpretation of groups of tests and studies
| Tier III: Applicant’s overall assessment of individual dossier & a reasoned statement of conclusions reached

: Tier IV: Applicants overall assessment of the application (Annex II & III Dossiers) and a reasoned statement to justify the conclusions

| reached and the proposed decision

B structure of Dossier to be prepared according to the guidelines for the preparation of dossiers

1663/VI/94 Rev.5 or Rev.6

LM Titles of Supporting Documentation (Documents A-J)

Document Title of document

Document A Statement of the context in which the dossier is submitted

Document B Collective dossiers — claim concerning steps taken and documentation
Document C Labels

Document D Summary of registrations or authorisations

Document E Summary of uses and conditions of use

Rev. 5 (Two documents: Documents E and E-1)

E Details of the uses and conditions of use supported in relation to the proposed inclusion of the

active substance in Annex I (GAPs)

E-1  Information on approved uses, including those on non-food crops

Rev. 6 (Four documents: Documents E-1, E-2, E-3 and E-4)

E-1 Details of the uses and conditions of uses (GAPs), on food and feed crops, supported in relation

to the proposed inclusion of the active substance in Annex I
E-2 Information on all approved uses on non food and feed crops
E3 Concise summary of all uses reported

E-4 Listing of Community maximum residue levels (MRLs) established for the active substance and,

where relevant, of MRLs established by Member States

Document F Commission Regulation (EEC) No 3600/92 Notification

Document G Regulatory position (Community legislation) for formulants

Document H Directive 67/548/EEC Safety Data Sheet for formulants

Document I Other data on formulants

Document J Confidential information

BB B B HA1Cd. OIS AP (justifica- SRR & B &, FEEILR &, fE &I

tion) (EREREIIBEENCALHLT 5 & S h Tz, FY T ZNZhOMELFHITH -7, FEEIVTH
FEREIIC & 2 CEMISRERE IR & Fr &, ki 5 XHOBREEIVIEE L BRI, RERFHI T & - 7=,

N—TDOELFM T -7, FERIITSH % LEN FER X LIV CARERE & 7 > Tz,
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LG EYS  Templates/examples provided in 1663/V1/94 Rev.5 or Rev.6 (Guidelines for the preparation of dossiers)

Required documents according to 1663/V1/94 Rev.5 or Rev.6 Template Example
Document A Statement of the context in which the dossier - -

is submitted
Document B Collective dossiers - claim concerning steps - -

taken and documentation
Document C Labels - -
Document D Summary of registrations or authorisations - O Appendix 3
Document E Summary of uses and conditions of use E-1,2 O Appendix 4 -

E-3 O Appendix 5

Document F Commission Regulation (EEC) No 3600/92 -
Notification

Document G Regulatory position (Community legislation) -

for formulants
Document H Directive 67/548/EEC Safety Data Sheet for - -
formulants
Document I Other data on formulants - -
Document J Confidential information - -

Document K Individual test and study reports -

Document L Tier I summaries of individual tests and

studies Part 5*2

O Appendix 7 Part 4*1, O Appendix 7 Part 1 (Annex II Point 4.2.2, Point

5.2.2, Point 5.2.5, Point 5.3.2, Point 5.4.1, Point 5.5,
Point 6.1, Point 7.1.3.2),

Part 2 (Annex II Point 1-3 & 10),

Part 3 (Annex II Point 3.4)

(Tier I Reference list) -

O Appendix 7 Part 6 Reference list

Document M Tier Il summaries and assessments of groups -
of tests and studies

O Appendix 8 (Annex II Point 1-3 & 10, Point 5)
O Appendix 10 (Annex III Point 1-4 & 12, Point 7)

Document N Tier IIl summaries and assessments of Annex -
II and Annex III dossiers

O Appendix 9 (Annex II)
O Appendix 11 (Annex III)

Document O Tier IV overall assessment of the application -
and proposed decision

O Appendix 12 (Annex II & III)

*1: Tier I summaries of individual supervised residue trials submitted in accordance with the section residues in treated products, food or feed

(Annex II, point 6) should be compiled using this form

*2: Tier I summaries of soil dissipation studies (Annex II, point 7) should be compiled using this form

FyTfERA A P4 1663/VI/9455005T L 56
tET T, Table 412”37 & 5 I23CEHAJRL-OD—
IZOoWTLA2T v 7L — bR ARt X hTn
&L)o

N> I{ERH A K Z 4 21663/VI/945E8KET

LA VBEAS THEA T T 25 L DOH2E B L0
F3ERFEDREEHIGE P Y TAERIC IR S =028,
FY TAER A A B4 2 1663/VI/94FHESHET Th - 72,

ALYV AS THRAE T 0 7 T L OB 1B FED K
HHEE R TAEBUCEH 25558 L IEEE6GET & D
T, R EFCCEAJO— O E, F
JEREEIZ 2 5 TOSGEL-O (BIEIIV) ORSE 1
WAL T4O063DIZh 7228, XFEOL L THI
ZF 29 DT 5 — LB ME N2 &TH -7,

SCEAOIZBT 22 HOME % Table 5127137,

P& i TR 3l 4 D GABRIAR DBREE 2> & SV R &
(quality check) (2% 6547z, BRI TH % CHELIZ.

FRILE 2024

Beig IR E P zo—#E LT I R
BRESD ) 2 b (5 — 2 BRIE HIE & 3 % 44 16)
CHFEEDSZ DA E > T L Than
MBS HEEDY 2 b (FHHIE) -7, FEREI
S ELRE ECIE 2D 7 o — AHFAEL . L 2R
ERENHUE DRBRETH % L HEORERE TR N
PTHNFFEZ Tk, RBEREHRED) 2

MIZBEL TIEY 2 P ORARZEH Sz, MATY
2 MEBIZEE U CHIEEE R 2 ik 4 (literature
search) #9452 & & &h/-,

F— 2 PRITR XN T SRR TR L 20 ik B
D BHAITIE, T O IR Y 25 P I RS R TR 2 Bk
TADIIEDLS K572,

P& o 1t B RS 3 L A R R A R T el
ZBROTIEATR (findings) & U <133 6 7z sk Bk
BOWMBEIED R NI & &k otz EVRERBRR
TR L TR MBS E T+ — 4 Tld A
L WD 7+ — L5 ML CHELNEREZEONRD
D& IMEAERTEZ ko7,
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LI Comparison of required documents according to 1663/VI/94 Rev.5/Rev.6 and Rev.8 (Guidelines for the
preparation of dossiers)

Rev. 5 and Rev. 6 Rev.8
Document A Statement of the context in which the dossier is submitted = Statement of the context in which the dossier is submitted
Document B Collective dossiers — claim concerning steps taken and = Collective dossiers — claim concerning steps taken and
documentation documentation
Document C  Labels = Labels
Document D Summary of registrations or authorisations —> D-1 Details of intended uses and conditions of use in the EU
—> D-2 List of authorised uses in the EU and actual uses
New D-3 Details of intended uses and conditions of use for which
import tolerances are required
Document E  Summary of uses and conditions of use E-1 Listing of EU and Member State MRLs
Rev.5:
E  Details of the uses and conditions of use supported in
relation to the proposed inclusion of the active
substance in Annex I (GAPs)
E-1 Information on approved uses, including those on
non-food crops
Rev.6:
E-1 Details of the uses and conditions of use (GAPs), on —
food and feed crops, supported in relation to the
proposed inclusion of the active substance in Annex I
E-2 Information on all approved uses on non food and
feed crops
E-3 Concise summary of all uses reported
E-4 Listing of Community maximum residue levels (MRLs)
established for the active substance and, where relevant, New E-2 Listing of MRLs established in exporting countries and in
of MRLs established by Member States non-EU OECD countries
Document F Commission Regulation (EEC) No 3600/92 Notification = Article 8 (2) Notifications
Document G Regulatory position (Community legislation) for formulants = Regulatory position (Community legislation) for formulants
Document H Directive 67/548/EEC Safety Data Sheet for formulants = Directive 67/548/EEC Safety Data Sheets for formulants
DocumentI  Other data on formulants = Other available toxicological data on formulants
Document]  Confidential information = Confidential information
Document K Individual test and study reports = Individual test and study reports
Document L (Reference lists) —» Tier [ quality checks for individual tests and studies and reference
Tier I summaries of individual tests and studies T lists
Document M Tier II summaries and assessments of groups T\ Tier Il summaries and assessments of individual tests and studies

=

of tests and studies and groups of tests and studies

Document N Tier III summaries and assessments of Annex II and Annex III Tier Il overall summary and assessment, conclusions and

dossiers / proposed decision

Document O Tier IV overall assessment of the application and proposed decision 7 New Completed forms for the checking of dossiers for completeness

P AR S R R T B RS I AR L X U 720515 0D il M 20 Bt

7oo PAMEICEE T 2 WSS & FERE LVEUIRG H IR
Heaxhi,

RS R T B3 4 C DFRER IS DWW CRRER K RO Ef &
i fla S8 7 BGEO s K B R L k72, %
7MEl % ORBRO EREZ NN S G s L &
50 DIMIORTEENEDIAEFN S Z LIl 572,

RO 2=

ABROwEY) s 20 (B« FHH 4 & WEF)

U2z A A N 54 v /iRBR I

8 KERBRT BE#E  (Good Laboratory Practice: GLP)/

B HRERFUE (Good Experimental Practice: GEP)

B9 215
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FF RIS DWW T & R AR TOHR

BT

FALOBE RSB TO—fHAlOFIs & LT,
L2 kR L IR AR R TTF — 2 2R T 500
WU e ch/, REEAER (B, Wi, L3 &+
BN RER DA ITIEERER 7L — 7 T OMEE % R
T3 BER & S h,

Vs RS TIIR 5203 LA O FE TS TV B & 7= 5 AR 5
R Td Do LAHTORERFIVEEE 2> 6 MR 2345 5 &
. LI nEINE iz,

Y. R, LEE KT OREHRRIE X
AS. REW. o3t/ ORI D 53 1 hE s
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LG YN Templates/examples provided in 1663/V1/94 Rev.8 (Guidelines for the preparation of dossiers)

Required Documents according to 1663/VI/94 Rev.8 Template Example
Document A Statement of the context in which the dossier is submitted - -
Document B Collective dossiers - claim concerning steps taken and - -
documentation
Document C  Labels - -
Document D-1  Details of intended uses and conditions of use in the EU O Appendix 3 Part 1 -
Document D-2  List of authorised uses in the EU and actual uses O Appendix 3 Part 2 -
Document D-3  Details of intended uses and conditions of use for which import O Appendix 3 Part 1 -
tolerances are required
Document E-1  Listing of EU and Member State MRLs O Appendix 3 Part 3 -
Document E-2  Listing of MRLs established in exporting countries and in non- O Appendix 3 Part 3 -
EU OECD countries
Document F Article 8 (2) Notifications - -
Document G Regulatory position (Community legislation) for formulants - -
Document H  Directive 67/548/EEC Safety Data Sheets for formulants - -
Document I Other available toxicological data on formulants - -
Document J Confidential information - -
Document K Individual test and study reports - -
Document L Tier I quality checks for individual tests and studies and O Appendix 5 Part 1*1, O Appendix 4 Part 1, 2,
reference lists Part 2*2 O Appendix 6 Part 1, 2, 3 (Reference lists)
Document M Tier Il summaries and assessments of individual tests and - O Appendix 7 Part 1 (Annex II Point 1to 3
studies and groups of tests and studies and 10), Part 2 (Annex II Point 4.1 and 4.2),
Part 3 (Annex II Point 5), Part 4 (Annex I
Point 6), Part 5 (Annex II Point 7),
O Appendix 8 Part 1 (Annex III Point 1 to 4
and 12), Part 2 (Annex III Point 7), Part 3
(Annex III Point 10)
Document N Tier III overall summary and assessment, conclusions and O Appendix 9 O Appendix 10 (Annex II &III)
proposed decision (Annex IT & III)
Document O Completed forms for the checking of dossiers for completeness O Appendix 11 Part 1-5 O Appendix 11 Part 6, 7

*1: Tier I summaries of individual supervised residue trials submitted in accordance with the section residues in treated products, food or feed

(Annex II, point 6) should be compiled using this form

*2: Tier I summaries of soil dissipation studies (Annex II, point 7) should be compiled using this form

TV FKRA VYA (Listing of end points)

FEOWETREOWET L N B & F v T ORI
MW H, BO8WETTE. Table 6IZ/RT X
IZSCEAJRLOD Iz ONWT LT Yy FL— R
FLEM MR X T,

FHWET R HOWET T ORI [-IVA 8N ET Tl hE ke
[N 25 5 7= Z & TR RE [ T O B3 & 51l D B4 3
WUz LALaRoREEEBEIICRRT 5N
BNEL I 722 & CRERE TRVE IS & RS T
DFCICEHEEIC 2 5 ) OFEBEIMAET S K510k - 7=

RS R TIRESE C & % akBREGR OB I K OB IC RS kg
B RS H RO RAEEh T3 2 & 28
PR TSRS 32014 L H L H DIRRIC$R I  % F
VITIEH NI TRETAGHICET N AL B 5.
ZOZEIZOWTEREID [ZD2] THHT 5.

HESEIAT O F v B A A F F 4 2~ 1663/V1/94
PER E N2 K512 F o T %54 5 A 024 b
(Rapporteur Member State: RMS) {312 F & T3
lioHA4AFI4 Y ThsLHE654/VI/9%4 [H54591/

FRILE 2024

414/EECHEE TN OGP EIGRR (2 B U 723
AHHYMEENC K 5 F Y 3l & FINEB S NDOW
HEERO A A F T4 v LM gERI T,
Py e A4 K54 v E8lET & In U19984F-4 A
22HF R Y TR Ei 4 A4 B 54 VTR ETPIZIZPERE T
mEREZFOTENF = v 7 RFEAICE T 5 LIS
B, LrLahs, welEF vy s ik sh
PR TEREF IS Y2 Y 3 v 6 RENISER
SNt DEFHIE D, KEMITEIRE 728D
DR T DO TR O CEEO FVEIZEL 72 KRG
HBZENMALHITHBEEEBRTIXETORELMR
BHEZORRM AR IIAE LT Tz,
NEOELTHZIZEMEN2F 2y 7O T 5 —
235D 57, SBEHDO 7+ — 4 ThHBHHL =R
BRIEDSRTE DORER L Tl h - 7250 T NVE RS
HAO T+ — Lz F o 7 ALK L 22 DEIEET 5
BN D 572, LEODIFHE2HEHD T + — Al
TNZTNLHFHAT, LNAREBEI N T E2DF 2 v o
HOT7 5 —LThH-72, 3FBHEAFHD 7 4+ — 41,
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ZNENASISHIT S MEHIO T — 2 ZoREE, %
PPPIZHIES 5 M@ &I D7 — & BRIE HIZ DWW T,
15/ AREROA I, $0 L WP OISR A B, KB
e VEDOHBALIKT 2 EDE 572, LrLENES
FHEAF/RHD T + — LIZAS/PPPOF — 2 TRIEH 72
FTARL KT — 2 BREE TORMIEBE E F v 21
HicGEh 0, F— 2 8REH FOFEEH
ERBIE TR T WL S IZ TR L TELLNE
HEBIZ L 24807 = v 7773 T%x<. RMSTOF
CIDREMF oy ZIZE BN NB I IR 5T,

BPRNY TR A A5 2R

BB U 72 & 5 IS REAF S4B REAS D —FBAS T 132002
F3H28HIBP F ¥ T T A & v A~ 7= R &
IHE E N7z, BPF Y fERKH 4 &V 2 THRD
Fy TRIE Ry BRI A F 54 VHESHET 224
IZHER &7z, LA L&A 5BPF Y TOREKIZPPP
FYZERIUCTE Ao, FYIERTA FI4
VEESWET THAE L 2 MO EHEORME % & ORI S
£ZTBPF Y BRI A &V 23k S h iz,

20034E11H21H{ [PPPF ¥ /% 7 5 7 (Mono-
graph) EREGALEWE RN /) 2 7 5HIE4ABP N
v X LFTEEET (Competent Authority: CA) 53
EIZED K S IZRIHT 52T 5054 84V 2L
&P ik, PPPOASKROHIGEEMER T 5 F v x
& & EIZBPOAS/PTRGE % fFli 4 % hIHAE 0O CA»Mf:
KT 35HMIETHBZE 77 7OMKRE KT L7 L
T, BPFYTA#PPPF YT &3k 3 HREK L

ADEFHF N IBRXOEBESHDOEE—Z DI

722 EMNELENTND,

BP#E198/8/ECT TH A XN BASO —EIZIE
PPP{E4191/414/EEC F TR HE S 5 ASZ T T4 <
19934 H5 HIZOJ A% E N =RRAFAL P B aFili & )
2 2 RGP B % BLHI793/93% T CREAM & B E
b o7z WAL E T BSE OB [ 5
—{LEWEEHT — £ X— Z (International Uniform
Chemical Information Database: IUCLID) ¥ 7 t v

A&z, ZD72®BP F YT TIZIUCLIDD
EXEEE SNz,

BPF Y TR H 4 &Y 2 T CHEHORRE %2R+ &
FHEPPP R ¥ T & 3wl L7z, ROBEE & GRS
1, Y 27 FHl O SCEHISCEIL 4 OFRER R O
BRI SCHTIL, AABRERE H I3CHIVE L7,

PPPF ¥ T &BP N ¥ T DR O IR % Fig. 21278
¥, PPPHi4v91/414/EEC F TIZASIZBI§ 5 7 — a%
RAMEEINCPPPIZB§ % 7 — & BOR A M S 111
FREN T T, iBEHREH [Doc KL [Doc.
K| &R EhTnb, BPiE498/8/ECT TIZAS
ZB9 % 7 — 2 BRI A ME# O3 — FAICBPICE
T 57 — AFRBEMBE D/ S— FBIZFERE N TO
=0T, B EED [Doc.IV-A] [DocIV-B] &%

B—_\‘éhft‘\éo
BPF Y T TIRLLT D & 5 m @ik & & R 2 i X
h7-,

o BB SEOB O

« XHOF S5 L mb ORI

o il % OFRBRBCGEMEEE CCRID) & ) 2 27 5Hilli CCHET)
D—ITH BTV FHEA Y b OB A RE X

Complete PPP Dossier

Summary Dossier

Tier Il >
Overall assesspaént of Application and Conclusions
(iricluding List of endpoints)

Doc. N

Lan _ aaHin

Annex IT (AS)
Summary & T Annex Il (PPP) J _ _ _|_ |

Evaluation Summat‘y &
Doc. M-lI Evaluation
=) Doc. M-lll
—

L H
N I Y

Complete BP Dossier

Summary Dossier

Doc. |
Overall
Summary and
Assessment?

Doc. Il Risk Assessment

Quahty Checks Quality Checks
Doc. L-I Doc. L-lll <

Tier | R
Reference List J Rerarencellicy 3~
Supporting Documentation (Doc. A-J) \\

S\
Study Summaries? Doc III-B (BP)
L e t Study Summaries?

> List of abbreviations

—— _/4 ________ = \
v Doc II-A (AS) Doc II-B (BP)

Effects Effects and Exposure
Assessment? i Assessment?

Doc llIl-A (AS)

1)To append: List of end points

2)To append: Reference lists
Check for completeness ) 1D

Annex II
(Test and Study Reports) Annex III
Doc. K-lI (Test and Study Reports)
Doc. K-IlI [ S

T Doc. IV-A (AS) ‘
Test and Study Reports

1
Doc. IV-B (BP)
_ Test and Study Reports

.m Structure of PPP Dossier and BP Dossier
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LA Comparison of Supporting Documentation required in PPP Dossier and BP Dossier

PPP Dossier BP Dossier

Document Title of the document Document Description

Document A Statement of the context in which the dossier is submitted Doc. I.1 Application form

Document B Collective dossiers - claim concerning steps taken and Appendix of Documentation relating to the joint submission
documentation Doc. 1.1

Document C  Labels

Document D-1 Details of intended uses and conditions of use in the EU

Document D-2  List of authorised uses in the EU and actual uses

Document D-3  Details of intended uses and conditions of use for which

import tolerances are required

Document E-1  Listing of EU and Member State MRLs

Document E-2 Listing of MRLs established in exporting countries and

in non-EU OECD countries

Document G~ Regulatory position (Community legislation) for
formulants

Document I Other available toxicological data on formulants

Integrated in Doc. III - Study summaries
with overview and risk assessment conclusions in
Doc. 11

Normally, not needed for BP

i (Setting MRLs is not normally needed for biocidal use)

’

Integrated in Doc. III - Study summaries
with overview and risk assessment conclusions in
Doc. II

Document H  Directive 67/548/EEC Safety Data Sheets for formulants Appendix of Safety Data Sheet for formulants in accordance
Doc. 1.1 with Directive 67/548/EEC

Document F  Article 8(2) Notifications Appendix of Copies of notifications (in case of existing active
Doc. 1.1 substances)

Document J Confidential information Appendix of Confidential data and information
Doc. III

o WEIH 5 LEILL ~ LIS H A AT
o Ny T LCAHEHOME 2 12T 5
o FEEEHEI ORRBRRIEEE & CAZ —IR L L THRH

FEHSGEOBOHIRIX. PPP K ¥ = TOZEEE
YIS 725 LHATJOKRY-%#BP F v T TIIGEIITH
2 aRER IR S L < IESCHITTH B V) A 7 Gl 12 35%
DikEr, & 2VIIGEIOWRMEIZT 5 Z & THE
N7z, PPPFY T COXEAJABPF Y T TEZIC
EIAEN=A % Table 712737,

PPP F ¥ T CIIRERa 5 B s 35 13 I 2 Rk
THEIELEZBAEEZ D ThVWEA L TR AL
BoTkD., JFHIE U TGRSR Z & RSk T
B L B R OMET & RS &8 7 SR TR
BAEOME B X OFRETHK S 2 EHRICEED
H 572, BPF ¥ T T4 ORERDONWHIZCENIIT
HBHRBEMEOME L L UOERICEH TSI L
72 BPF ¥ T TOXHINZPPPH F ¥ TfER A4 F
T4 VEESHET S L IXEOWEI COMEIME TS 5
il % D FRBERAE DO BN 20 5 720 il — P, PrBRAk
kL N SR IZ B3 % 8800 C I AR R B oD
W7+ — L &38R ED T+ — LH3MH Sz,

PPPH F ¥ TR A4 F 74 VEESWET 6 L < IX5
6ULET CIIFE R TIE B RR & 7z il sl U 2 8k < h
THELY, BPF Y IMERAA &V 2T CHINOG
W OEEIZR S LT\, L LAAE, BPFY
IRIRHA XV A TRIFIFETOT — 2 BREH IC
Ao B fuuetE, (standard formats) Z 4 L. R

FRILE 2024

B0 GBS Ry /N L AR L 22 BIC L 7z,
EHIZEDEREHIZEL TR EOKRREHAT 5
rO—EHREEML I Tz,

R T B Az Z 2oz id#k$ 2 20
AR (note) AR E R TV, XSl HzIzT —
A DG ERTEHEMEZ 27 (reliability scores) % it
5T B HCEM§ 5 CAA T X v b RFHl & idk T 5
WeHT SN Tz,

F— 2 FRIZR T B kB TR U 20 kB
NdBLEAITIE. 7O Y & P % Gl 5 Rk
A23d . kERIZB T 215 M A BH T 5 RIS
B A CRRBRIESE HY 0 B FH ECHEH O R HE R A Bl e %
L7220 ACHINO—EE LTRET 2 K512
U7z alBRIESEH O B GO H D BEUERRIZ 8 2 2
V2 & GRS 2 2 DTERL & & & IZE-id 5 CAA T X
VbR A AL A B AR S h Tz,

EINE, ASIZxG$ 5 CHIT-A. BPIZxHBd %
XHINEBIZA T 6, 22T D0 TR RS 3
HFDY Z b (F- 2 EREHNEE FEHANE) % Pt
FTHI LG5,

PPP F ¥ T DR REIGABREE O E I L OB 51
GENTWE{EY T Y 3 v ORGP EEONM, 1
BT — 4. ) A RHBEOM L EIEBP N Y 2T
SCHTIOA FME /BB & W32 5P S ik 4 5 & 5
12U 72, SCHINZE. ASISHIR T % SCHI-A. BPIZxt
JB¥ % XEI-BEBPHOASOHIZ L 5 27 DOk
PEREA T & 2 SCHIL-CIZH3 i bz, BPF Y T Tld
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CHINZEI L T SCHIFA, 1B, I-CHTHIH L 72k
BlMESEEr s MTHBRREHFEO) 2 b (FE4
JiE) AR5 & Lz,

PPP F ¥ T OREREIIEE 2 &5 725 DIEZBPF ¥ T
ESCHE TR & GHTd 5. PPP R ¥ ORI
M LE D, BPF Y TOXENZEHFE I+ — 24
EVL O ORMNLEHEBGFET 5,

BPR Y IAERAA &V ATt T =F
IHD T 5 — A2 TENZTHASISHIR T 575~
FAOEERIEH, ZBPIZRIGT 5/5— F BOEKRIEH
IZOWT, TEWR/GABOA R, 1L 2V EHONR

A, BEEHR?E S 2, FEEOBEL KT %
EDFEST, XHENTOY T Y 3 vFHITHEINT
FrvrT5KTh 5T,

PPPF ¥ T L BP F ¥ T CTOMKR DL % Table 812
N

Fig. 31278 % & 5 IZBP F ¥ T DK 13X CAD ST 7
#d (CAs’ Report) DR & IEFE—I2Eh T3
2, Fig. IR 3 XS IZPPPF Y &L T/ &5
7 LWFE 5 RMSO a3 O R 1213 52 72 5
ML 5717,

BP I ¥ T TIXREIB D & 5 12 CHIMTHIZCAA T A v

e XN Comparison of formats for PPP Dossier and BP Dossier

Item PPP Dossier

BP Dossier

Type of formats

Example formats for selected end points

Standard formats for most relevant end points or items

Guideline vs. non-guideline Two different formats:
studies

quality check

Simple Tier I quality check and detailed Tier I

One standard format for both quality check and
presentation of results and conclusions
(no redundancies)

Quality check and presentation Two different formats:

of results and conclusions

Tier I quality check and Tier II study summary and
evaluation

Structure of formats (whether
structured with (sub) headings
in greater detail in the methods
and results part)

Example formats of detailed Tier I quality check
have a detailed structure to allow for an appropriate
quality check

Very detailed structure with guidance on which
parameters are to be filled in

Justification of non-submission
of data

Not included in the formats; to be described as free
text

Form provided to be included in case of
non-submission of data

Commentary areas for
Rapporteur

No; dossier as stand-alone approach

Yes; all-in-one approach with specific commentary
areas including separate fields for “Evaluation by CAs”

Summary tables

In Tier II, examples of results tables are given

Sample results and summary tables

Guidance notes

Comprehensive, but only general; example formats

Guidance notes integrated in the formats

Complete BP Dossier

1)To append: List of end points
List of abbreviations

2)To append: Reference lists

Check for completeness
Doc. IV-A (AS) s R
Test and Study Reports Test and Study(ReIZ s

Summary Dossier CAs’ Report
Doc. | Doc. |
S Overa]lan d Evaluatiolr)l
Assessment? iz ol
/ﬁoc. Il Risk Assessment N /boc. Il Risk Assessment
Doc. II-C ||||| Doc. II-C
Risk Characterisation (for use of AS in BP(s)) l/ Risk Characterisation (for use of AS in BP(s))
Doc II-A (AS) Doc II-B (BP) Doc II-A (AS) Doc II-B (BP)
Effects Effects and Exposure Effects Effects and Exposure
Assessment? Assessment? Assessment? Assessment?
Doc llI-A (AS) Doc llI-A (AS)
>, Doc III-B (BP) > Doc IIl-B (BP)
Study Summaries Study Summaries? Study Summaries Study Summaries?

1)To include 1.1 Subject Matter 2)To append: Reference lists
1.2 Overall Summary and Conclusions
1.3 Proposal for Decision (Annex I, IA, IB Inclusion/Non-inclusion)
Appendix: List of end points. ; Appendix: List of abbreviations

Initial check for completeness of dossiers

.m Structure of BP Dossier and CAs’ Report
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Complete PPP Dossier

Monograph

Report

Summary Dossier

Level 1 Statement of subject matter and the purpose for

which the monograph was prepared [Doc. A, C-E, J, K & M |

Tier lll
Overall assesspaént of Application and Conclusions

(iricluding List of endpoin
Doc. N

Level 2

Reasoned statement of the overall conclusions which the Rapporteur Member
State believes should be reached on the basis of the data and information

provided, or available, taking account of relevant evaluative
Doc. G-I &N

Annex II (AS)
Summary & Annex III (PPP)

LR mﬂf‘ﬂﬂ,\ Level 3

and decision making criteria

Proposed decision with respect to the application for inclusion of the active
substance in Annex I, the proposed conditions and restrictions to be associated
with any inclusion of the active substance in Annex I, together with a reasoned
statement as to the reasons therefore, taking account of relevant

evaluative and decision making criteria

Evaluation Tier I Summary &
Doc. M-Il Evaluation
Doc. M-l

S Sy
OO0

Quality Checks Quality Checks II
Doc. L-ll Doc. L-lll

Level 4

‘Where relevant, a statement of the studies and information believed necessary to
permit a decision to be made, or a statement of the studies and information necessary
for the removal of any conditions or restrictions associated with the

- Tier |
Reference List Reference List

proposed inclusion of the active substance in Annex I Doc. G-l & M
Annex A Listing of the available data and information
(Annex II and Annex III) Doc.l,J & L

[ Supporting Documentation (Doc. A-J) ]

Annex B Rapporteur Member State’s summary, evaluation and assessment of the data and
information submitted or available, in the light of relevant evaluative and decision

l Completeness Check (Doc. O) ] making criteria, providing the scientific background to the conclusions reached
and proposals made at levels 2 to 4, together with a list of the tests and studies
Annex II - relied upon for the conclusions reached Doc. C-E & G-M
t and Study Report:
= anDoc. K}:II LI (Test anﬁnsnti)é}l,l{zepons) J Annex C Confidential information and information relating to
Doc. K-l the collective submission of dossiers Doc.B & J

.m Structure of PPP Dossier and Monograph

N RFHD A G T A A H D HIETE DIERK L 723X

EEFMEICZOEEHEIAADRLL T LI
5o Tz,

BP F ¥ TR OBRIZ N o Bk A K54
HOUEIDMBEEZUET 2 EZN T EN T ITlD S
. OECD F ¥ T ORI F ¥ T/FR A A K4~
BOWEI 2 6 KREARETII AW TIER Sz,

BP#§4798/8/ECIZ2012-6 H27H O] A X h /=
BP#{ HI|528/2012%) Tl % #a 2 5 7=, BPHLHI528/
2012 FCI3EH T2 v TOEARIZIUCLID & 75 - 7=
(BiHII528/201255795%) .

OECDRYIHA L X

OECD F ¥ Z#XUFOECD F ¥ 97 4 & ¥ 2 TR
Eh7z, OECDF YT H A &Y ZIZEUD F ¥ ZAERK
HA R T4 VESHETIZHED W T,

OECD F¥ T Hi4 & ZDM%E (Appendix) 12/
DA F M 7z AR R S RN RS IS B L T
EUD F Y ZAEKAHA F I 4 2 DEDEIFIERLT T
Hotz, L LB EOMEICLDZ<ORML
(heading) KX OV/NRH L (sub-heading) 20 iA
Fhae b dllBH (executive summary) 23D A
$h7z, OECDF YT H A &V ZADhiEE (foreword)
POREHICE S &, HRICKEDAEFA T4
MOMEIIEUD F o B AT A F 74 VICHHE N
72ASEFRIDASIZBIRT5 8 DThH - 7z,

OECD F ¥ 44 &£ ZTHLEUD F ¥ AR A 4
FIA4VESHATERU LD F Y T3 CHA-OTHE

FRILE 2024

XNz, L LahsEULSOOECDIYEE O
i % £ L T CEATO—EBIZB L TidTable 912/R
FTEINCKENGETELE SN2, F3GEATO
DOXEIZEA L TIZOECD F ¥ = 4 4 & v Z{LEWE
HATIEFAEL TEWMAEMH, 7 xu T v & ERzE
YWEHTIEAAEL B o T,
OECDINEEM THF — 2 FREH DE N H %
72, FroZHD T+ —LThHDHXEODN, 3F
HEABHD 7+ — 4 THBASITHIGT 5 7 — & iRk
EHH, SELIE 5 7 — 2 EREH 2 DWW T
W/ RBOEMS 4 F v 2§57+ — 4% OECD
FYTiiA &2y 20MEICFERIN TS, &
[l D FR Y 5 T B E U TR % & S h iz,
OECDINHEMTOF — & FRIEH D@\ 1T Tk
<. F =2 LREBRICBD 55 A OECD N [F ¢ 2
55ZLX0H, OECDFY T TIZOECDE S Y X7 4
(OECD numbering system) % JEH|& L Cifl4 5
Zrli&h7z, OECD kB H &S (OECD data
point number) & FHEAZOECDMYWE, HikTH %
EU. KE., #F+ %, HR, £—2 51 7OHEKIH
H/F—=23—-FF 58 L IZEROAMEE 2 biE L
- —EERNHTA LY DK S— 4 (ASIZBI$ 5
THH) &/5— 15 (BB 20EH) 1omRdhiz,
OECD F¥ = #4 & ¥ ZiFpidko X 5 12t e
M. BEMA. 7 2 a® v LIERESEWEH’S 5,
(L2298 1 19984 12 FI IR A3 KRR & F119994F- 12—
WETAVKER. 20014F-3 H A 85 18GT 2 4% T, 20054F-5 H
2 ET AOECD N E TH@sk R & LT X h
BRRE 75572, WAEANE 2004452 A RRA £, —EB
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LI Comparison of titles of Supporting Documentation (Documents A-J) required in 1663/V1/94 Rev.8 (EU
guidelines for the preparation of dossiers ) and the OECD Dossier guidance

1663/V1/94 Rev 8

OECD Dossier guidance

Chemical substances

Microbials

Pheromones & other Semiochemicals

Document A Statement of the context in which the Purpose Purpose (statement of the context ~ Purpose (statement of the context
dossier is submitted in which the dossier is submitted)  in which the dossier is submitted)

Document B Collective dossiers — claim concerning Task force information Task force information Task force information
steps taken and documentation

Document C ~ Labels Labels and leaflets Labels and leaflets Labels and leaflets

Document D-1 Details of intended uses and conditions of ~Supported uses Supported uses Supported uses
use in the EU

Document D-2 List of authorised uses in the EU and Registered uses Registered uses Registered uses
actual uses

Document D-3 Details of intended uses and conditions of ~ Supported uses in (N/A) (N/A)
use for which import tolerances are required exporting countries

Document E-1 Listing of EU and Member State MRLs Existing MRLs (N/A) (N/A)

Document E-2 Listing of MRLs established in exporting  MRLs in exporting (N/A) (N/A)
countries and in non-EU OECD countries countries

Document F  Article 8 (2) Notifications Statements of intention to  Statements of intention to submit ~ Statements of intention to submit

submit a dossier a dossier a dossier

Document G Regulatory position (Community Regulatory position for Regulatory position for Regulatory position for
legislation) for formulants formulants formulants formulants

Document H  Directive 67/548/EEC Safety Data Sheets Safety data sheets for Safety data sheets for formulants ~ Safety data sheets for formulants
for formulants formulants

Document]  Other available toxicological data on Other available toxicological Other available toxicological data Other available toxicological data
formulants data on formulants on formulants on formulants

Document]  Confidential information Confidential Information ~ Confidential information Confidential information

WET E N 7220065-8 AR FAET 5, 7z uEV &G
HWZEYE FIE 20034 A2 D2002F-9H R FAES %o

L2 L2656, Table 1012/7¢ & 9 I1ZOECD F &
I A &Y ZALEYE 200545 H 55 28GT T8 X
EZATJRL-OD—FIZONWT LT ¥ L — R
BRI X T s o7, T, Bt hTn3
FCHR B TIER AL L 72 & O % Higd 5 L ikBR O 4y
Tt boTHME LI 2LEEE TE & % 5%
TR N T B2 2 Cikdlifich g
W LA AREL TWB ERZT SN BEN
Ho7z,

OECDF Y TH A &Y ZAMNEUD F ¥ AR A A F
T4 VEHESMENIIH DWW TEK &7z & 5 IZOECDE
75T HAX Y ANEUD F Y Ml H 4 F 54
VEBTWETIZHDOWTER & iz, OECDE/ 757
HA XY 2 CEWEN?, MEMMY., 7xu%
v ERBEEWER? 2 H 5. LFYE 1319984
IR AR & 3119994F 12 —FEGET 23 KRR, 200143
AAHE1GET 88T 200545 H 152821 2 OECD I
WETH MR L CEHEh A>T 20
AT - 728G & 0 RFRIZ 200844 F ik & 25 >
T3, MAEMHIZ20044F-2 A RAZES., —IBET &
N722006FE8HIR A GEHET 5, 7 x v T v RS
PR N 2003422 £ D 200249 H IAMFIET 5 .
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OECD¥1TD20044-7 A [BRYE, fiHE, K= a2 —
Z (Environment, Health & Safety News) | 5516529
I, R O BLH O FER O 72 b D104
(ten-year vision) IZ&B LI &ML ENTHBD, Z
DIEENT [ A e B — 5 3 S84 O BLRI A~ D A
BEOHML] &L 2 ckshz, ZOXHIC
&£ 5 L OECDHYENIZ2014F- K £ TIZ R EHFEAID
Bl 27 4 zFML, g L < I3k A OECD A
KR LT — 25l (£ 27 7) 2hoE g
L <3 2 2 G#lli 2 Bl o5 O A}
Wi &5 Z &R, OECDHNEIE o #H124 e o
T—=0vx7 ) YT OEZKIZOECDKA T O
T2 (Fyx) Z2EREMRNICHTEST S,
BENBLAIZEETN T,

HiR D & S IZEUTIEEEAI & LT20044F-12 H 31 H A
S5O F Y TIZOECDHA TR T2 & 572,
KETIF20114F-11 H30 H (R FEHE Fd@ A (Pesticide
Registration (PR) Notice) [ FS7% A% 2] 1A% 5 Al
¥ (Federal Insecticide, Fungicide, and Rodenticide
Act: FIFRA) #5 K OSELFRfr shRSE S LR % (Federal
Food, Drug, and Cosmetic Act: FFDCA) D& 5 E T
D7 — 2 PR ORI T BRI O
IZOECD F ¥ 2tk XD HREL S Nze HATIIRE
B FHGEEIREICIR N T 2 RO A2 L, OECD
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LG ERDN Templates/examples provided in the OECD Dossier guidance

OECD Dossier guidance (Chemical) Template

Example

Document A Purpose -

Document B Task Force Information -

Document C ~ Labels and Leaflets -

Document D-1  Supported Uses O Appendix 3 Part 1 -
Document D-2 Registered Uses O Appendix 3 Part 2 -
Document D-3  Supported Uses in Exporting Countries O Appendix 3 Part 1 -
Document E-1  Existing MRLs O Appendix 3 Part 3 -
Document E-2 MRLs in Exporting Countries O Appendix 3 Part 3 -

Document F Statements of Intention to Submit a Dossier -

Document G Regulatory position for formulants -

Document H  Safety data sheets for formulants -

Document I Other available toxicological data on formulants -

Document J Confidential Information -

Document K Individual Test and Study Reports -

Document L. Tier I quality checks for individual tests and O Appendix 5 Part 1+, O Appendix 4 Part 1 (Annex II Point 5.2.2, Point 5.2.3, Point

studies and reference lists Part 2*2

5.3.2, Point 5.3.3, Point 8.1.2, Point 8.10.1) Part 2 (Annex II
Point 5.2.2, Point 5.3.2, Point 6.2.1, Point 7.4.5)
O Appendix 6 Part 1-5 (Reference lists)

Document M Tier Il summaries and assessments of -
individual tests and studies and groups of tests

O Appendix 7 Part 1 (Annex II Point 1 to 3 and 10), Part 2
(Annex IT Point 4.1, 4.3, 4.4, 4.5, 4.7, 4.8), Part 3 (Annex II Point

and studies 5), Part 4 (Annex II Point 6), Part 5 (Annex II Point 7)
O Appendix 8 Part 1 (Annex III Point 1 to 4 and 12), Part 2
(Annex IIT Point 7), Part 3 (Annex III Point 10), Part 4 (Annex
11I Point 6)
Document N Tier III overall summary and assessment, O Appendix 9 O Appendix 10 (Annex II & IIT)

conclusions and proposed decision

(Annex II & III)

Document O Completed Forms for the checking of dossiers O Appendix 11 Part 1-3 -

for completeness

(Form 1,2,5 only)

*1: Tier I summaries of individual supervised residue trials submitted in accordance with the section residues in treated products, food or feed

(Annex II, point 6) should be compiled using this form

*2: Tier I summaries of soil dissipation studies (Annex II, point 7) should be compiled using this form

Py opk a8 A L2z, K264 (20144) 5H15H
i TR SR EERE IR 3 2 R DT (P
ITHA XY R)]PDIZTOECD FY T H A4 &Y AT
XNTWAEREIRICAARIZE T 2 FEAOEREA
DEN - BIEAAT - 72X 2R L 72,

20114E5 H20H TRk ) — 260& L TAE IR
7 TREBEOAFFBEDGE & FEIED T A &4V AL
#]39013, OECDHRTO F Y ZofH»RI AT
Wiz, LA LA 5 SCELICE L iRl S50
U A MSPRI R AN, FERE THESE (R g 1ol RS
) FEAIE LCESREhawvwkidehTesh, Z
DZ AR TS RAETh S XEERD S
EEICHERT B Ll Tz,

19984E-A> 5 200541241 TOECD F ¥ T H 4 &~ %
PHET XN T =BD20024E10 H I X hizw — 2
Vg oy TOWEE [20029-10 A4 4 7 THREOHBL/
BETE T2, B3R, N 49 4 FOBBNCES
55— 2. FHlil K UORBOETY —LDT —2
gy 730200345 220 TR ) — 220 &

FRILE 2024

LTALREh Tz, ZOREHEPIIFETvs T
L CIRBRAE ER DT v T L — b 2 TE 570
MxesZ e, ABREICK->TRICHKERIZT S Z &,
T3 Z b (robust) MEEEHET V7L — b, HEED
BRI Tz, TD20024EDT =22 3 97T
DEEITEEDNTOECDH#M T v 7L — M EM T L —
7" (OECD Expert Group on Harmonising Templates)
H20044F-123% 2. X, OECD#FIT >~ 7L — b (OECD
Harmonised Templates: OHTs) & & 381040
TV = FEIER, BRLZ L, 20065121387
FHOOHTH MER N7 Z ENOECDH#HMT v 7L — b
DOFEHEELOH A IRz TO B,
OHTDIERICEE S NIZikER A A ¥ 74 v T v T
L— Mo, AERABE S W E (North American
Free Trade Agreement: NAFTA) TOREHE G
e 22N BEEAD 7 — 2 F0liic gk (Data
Evaluation Record: DER) ¥ 7L — k. Hixk®BP
H598/8/ECTDBP F v TAEK i 4 &£~ A, EUT®D
PEAFAL 2 BRI OECD &k FE AL 2. (High
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Production Volume : HPV) &4 ki a5 4 F
TORBAGROMEDE D7D T — 24 AJJIC
ffifH X 3IUCLID. OECD HPVIL#WE 71z 5 24
RT3 e MR EEHE TS T TV — P e
BEFENTWAEN, BEOOECD FY A &4 2
WBE R IR TR,

ZDZENBOECD F YA &y 2B DR
ERBAE OBEE O L IZOHT DI & KM L 72 ¢ D
Tldhr-72E2 %,

BhUIC

EU PPPOASIKGR/KGRBEHCFEN 5 F v = Ok
AN S WETREBMBE T 72720, WwEIC#H
LNy zhh o ilflaELz0RED Py L&k
DERREHIIEN T 5 F v = ORI 5 BRI
3. EDOHA XY XIS TER E N Py 2rk
MBI ERMETH S, OECD K ¥ XA OECDHI
WETHH NS X512k -5 THh 50ECDHYET

D IEIEASDH § /8 - HIZEU T DPPPDASIK
TR IR U2 Py 2 itdk U 2= T s i
HEEIZ R »72, UL LZAHS0ECDIRER DT —
APROENS H . OECDOIFRERIZEEhT
W3 kS %12o0 F Y T COECDEMEAEIZIE T%
50 HAEE, HHASO G RIFEE LS T FER IS
FHELWOBRBHETH B,

Z O RE R % RS 2 728 OHLD FL AU 75 &
NTETVED, ZOKD BEEOBIENIZ DV TIE
WHONZRFT 5 Z & &F 5, KiF TR L 72 FaC
DT, HRFEDOH L HETHNEAMERTE S LD
ICBAESCEAND ) VI BFET 5 3 DIZ DNV TIE,
[SIHSCHR] Oz v 2 &R LD T, FEl % T
RN T NEEETH 5,

51 A3k

1) EC, “Directive 91/414/EEC (O] 1991.08.19)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:319911.0414 (Z:H12024/3/18).

2) EC, “Regulation 933/94 (0] 1994.04.28)”, https://
eur-lex.europa.eu/legal-content/EN/TXT/PDF/
Puri=CELEX:31994R0933 (£:182024/3/18).

3) European Commission, “Guidelines and Criteria for
the Preparation and Presentation of Complete Dos-
siers and of Summary Dossiers for the Inclusion of
Active Substances in Annex I of Directive 91/414/
EEC (Article 5.3 and 8.2), 1663/VI/94 Rev. 5
(1994.08.03)”.

4) European Commission, “Guidelines and Criteria for
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the Preparation and Presentation of Complete Dos-
siers and of Summary Dossiers for the Inclusion of
Active Substances in Annex I of Directive 91/414/
EEC (Article 5.3 and 8.2), 1663/VI/94 Rev. 6
(1995.01.31)”.

5) EC, “Regulation 703/2001 (OJ 2001.04.07)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32001R0703 (£H12024/3/18).

6) EC, “Regulation 1490/2002 (O] 2002.08.21)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32002R1490 (£H2024/3/18).

7) European Commission, “Guidelines and Criteria for
the Preparation and Presentation of Complete Dos-
siers and of Summary Dossiers for the Inclusion of
Active Substances in Annex I of Directive 91/414/
EEC (Article 5.3 and 8.2), 1663/VI1/94 Rev. 8
(1998.04.22)”.

8) OECD, “OECD Guidance for Industry Data Sub-
missions on Plant Protection Products and their Ac-
tive Substances (Dossier Guidance), Original ver-
sion (1998.07), Latest version Rev.2 (2005.05)”, frf
ErEFRTEZBRAONTED RN AEX
N7=D3 I Z 5 < 199847 H it 55 #r D FEHrflk i3
2005.05ff DRev.2 TA X (Main document) (ZLL T
D) v 7 https://www.oecd.org/chemicalsafety/
pesticides-biocides/34870180.pdf (£:1#2024/3/18).
BRI T 7 A HIEN, LUFDY) v o481
187K https://web-archive.oecd.org/2014-11-19/
81844-oecdguidancedocumentsforpesticideregistra
tion.htm#dossier (£:HH2024/3/18).

9) OECD, “OECD Guidance for Industry Data Sub-
missions for Microbial Pest Control Products and
their Microbial Pest Control Agents (Dossier
Guidance for Microbials), Original version
(2004.02), Latest version Rev.2 (2006.08)”, # )i
ARIN=DIZHZ 5L 2004F-2H M TASUILLT
DY 7 https://www.oecd.org/chemicalsafety/
pesticides-biocides/30919600.pdf (£H2024/
3/18).

MBRFEET 74 icmEl SR, UFDY v o
18718 https://www.oecd.org/fr/securitechimique/
pesticides-biocides/formatsandguidancedocu
mentsforbiologicalpesticideregistration.htm (ZHd
2024/3/18).

TEEPEHINCTEZMA SN THD O L
[R1£2006.08fHRTASIZLL DY ¥ https://
web-archive.oecd.org/2012-06-14/115378-
43435253.pdf (%:1H2024/3/18).

MBRFEET 74 icmEl SR, UFD) v o
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{67 https://web-archive.oecd.org/2014-11-19/
81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (£:1#2024/3/18).

10) OECD, “OECD Guidance for Industry Data Sub-

missions for Pheromones and other Semiochemi-
cals and their Active Substances (Dossier Guidance
for Pheromones and other Semiochemicals) (2003)”,
AFLLTF DY) » & https://www.oecd.org/env/
ehs/pesticides-biocides/31919832.pdf (H#
2024/3/18).
MEZET 7 A GrElEh, ITOY v o %
{67 https://web-archive.oecd.org/2014-11-19/
81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (£:1#2024/3/18).

11) European Commission, “Guideline developed with-
in 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)”.

12) EC, “Regulation 2229/2004 (O] 2004.12.24)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32004R2229 (£:H12024/3/18).

13) European Commission, “Draft Commission Regula-
tion of laying down further detailed rules for the
implementation of the fourth stage of the pro-
gramme of work referred to in Article 8(2) of Coun-
cil Directive 91/414/EEC, SANCO/10157/2004
Rev. 5.2 (2004.04.08)”.

14) European Commission, “Guidance document on
the preparation of dossiers and draft assessment
reports for substances covered in the fourth stage
of the review programme referred to in Article 8(2)
of Council Directive 91/414/EEC, Sanco/10393/
2004 Rev. 4 (2004.10.08)”.

15) European Commission, “Draft working document
concerning the data requirements for active sub-
stances of plant protection products made from
plants or plant extracts, Sanco/10472/2003 Rev. 5
(2004.07.06)”.

16) European Commission, “Draft working document
concerning the data requirements for certain chem-
ical active substances and plant protection products
containing such substances, Sanco/10473/2003
Rev. 4 (2004.07.06)”.

17) ECB, “Technical Notes for Guidance on Dossier
Preparation including preparation and evaluation of
study summaries under Directive 98/8/EC Con-

FRIL® 2024

cerning the Placing of Biocidal Products on the
Market (TNsG on Preparation of Dossiers and
Study Evaluation) (2002.03.28, formatted and edited
in three individual parts in pdf format 2008.02)”.
LI D320, 58— b THEK

Part I: Dossier Preparation
https://echa.europa.eu/documents/10162/
983772/bpd_guid_tnsg_dossier_preparation_part_
i_en.pdf (ZHH2024/3/18).

Part II: CA Reports Preparation and Presentation
(CAs’ Report Guidance)
https://echa.europa.eu/documents/10162/
983772/bpd_guid_tnsg_dossier_preparation_part_
ii_en.pdf (£2H82024/3/18).

Part III: Standard Formats for Study Summaries
https://echa.europa.eu/documents/10162/
983772/bpd_guid_tnsg_dossier_preparation_part_
iii_en.pdf (Z12024/3/18).

18) EC, “Directive 98/8/EC (0] 1998.04.24)”, https://
eur-lex.europa.eu/legal-content/EN/TXT/PDF/
Puri=CELEX:31998L0008 (£:H#2024/3/18).

19) EC, “Regulation 1896/2000 (OJ 2000.09.08)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32000R1896 (£:H12024/3/18).

20) EC, “Regulation 2032/2003 (O] 2003.11.24)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32003R2032 (£:H12024/3/18).

21) EC, “Regulation 737/2007 (O] 2007.06.29)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
PDF/?uri=CELEX:32007R0737 (£H12024/3/18).

22) European Commission, “Guidelines and Criteria for
the Evaluation of Dossiers and for the Preparation
of Reports to the European Commission by Rappor-
teur Member States Relating to the Proposed Inclu-
sion of Active Substances in Annex I of Directive
91/414/EEC, 1654/V1/94 Rev. 7 (1998.04.22)”.

23) European Commission, “Guidance Document on
How to utilize PPP Dossiers/Monographs and
Existing Substances (ESR) Dossiers/Risk
Assessments for the Preparation of BP dossiers/
CAs’ reports (2003.11.21)”, https://echa.europa.
eu/documents/10162/983772/bpd_guid_
guidance_use_ppp_esr_for_bpd_dossier_
preparation_en.pdf (£:1#2024/3/18).

24) EC, “Regulation 793/93 (O] 1993.04.05)”, https://
eur-lex.europa.eu/legal-content/EN/TXT/PDF/
?Puri=CELEX:31993R0793 (£H82024/3/18).

25) EU, “Regulation 528/2012 (O] 2012.06.27)”,
https://eur-lex.europa.eu/legal-content/EN/TXT/
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