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Changes in Procedures and Approval Criteria for | Sumika Technoservice Corporation
Active Substances in Plant Protection and Regulatory Affairs & Chemical Safety Center
Biocidal Products in the European Union Hiroko HARADA
Mio Tatsu

Mika Orta

To establish a single market in the European Union (EU), Council Directive 91/414/EEC concerning the placing
of plant protection products on the market, and Directive 98/8/EC of the European Parliament and of the Council
concerning the placing of biocidal products on the market, were adopted and harmonized Community provisions
for pesticides and for biocides were achieved. The above-mentioned Directives were replaced by Regulation (EC)
No 1107/2009 of the European Parliament and of the Council concerning placing plant protection products on
the market, and Regulation (EU) No 528/2012 of the European Parliament and of the Council concerning the
making available on the market and use of biocidal products, respectively. In this article, the changes in the
procedures and the approval criteria for active substances which may be used in plant protection products or in

biocidal products are summarized.

L BHIC

KkJM# A (European Union: EU) Tid. RRINFRF
H:[F{A (European Economic Community: EEC) @
R & 0 1 R 1] RS 0D v D R 0038 A3 IR T Y & D B
BEL e 5T B Z MR I Tz, [H—RRINGEE
£ (Single European Act) | (19874E7 H1H %%h) T.
BN OBE—TfiY (Single Market) ¥4I 1H D4
i BE & X, B—Tidakoar o HIEHARR £319924F-12
H31H & E® 5h iz,

ZO—BRE LT, RESHTHH IS HEA (R
) ICBEL T, BINOFR D 720 OFEIA [ThED
77l (Plant protection product: PPP) @ FilZBa-4
5iE491/414/EECID L L TAE I N2, ZDH%. JE
FEE BT S M B 3EANCBE L TR N FR D
72D ORI O FEN K] X, IERZESTE TR
SRBIHNZONTIE, [/ 434 FELE (Bioci-
dal product: BP) @ EwilzBI4 % #54598/8/ECJ? & L
TRAEKIN, ThoDiEnERAE LT, DR
F X F A HRIREIE S i,
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ELT 7 7 % — e Z2HASt TR REFEUDOKIY
R K ONA X3 A4 FRGOFEEYEIZDNWT
DOFRHIG WAL & F2hE L. KR/ KRR S8 417 -
T&7z, TOERE L LI, AfTix, B JEE
EWOSACET S LilofaE Zh o ICE it
Do B BRN T & & & 220 2 HHIE L &
B2, TN o OFHI T CRENHED 5 W 7= 3G EYE
(Active substance: AS) DRFRFE L., EXb -7z
HHNZ X OB ICBA IR 2Pt R HUEL /R LT,
WP E RREE A T & ARG HESE DA E I DWW T
A R

EUDEMREREEME OEAREE

1. #E%91/414/EECH 5 #RAI1107/2009% ND#AT
ERRAEE
£§4791/414/EEC (Directive 91/414/EEC) (%, EU
123 T BRI O s B B HUE & 91D CRlE
L7288 DThd, ZOHFIZKOWMIRER O
2. FHIE UTEUL N THRE S NG mE % &
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HY HHEREANCRRE SN S Z &l 572, FD7
B, EUTRA SN0 MEWED Y Z2 b (Community
list of authorized active substance) DfEK &, Z D)
Z N NOFEEYIE O BN O VT & B9 % FINEH
EE NIz,

f5791/414/EECII MM EI A~ ORI H (199147 H
26H) »O2EPNICHERIEhD 2L LD, 19934
7TH25H DL LT & 7= SR B S BRAT 05 MR
TN LS OWEEE S FORE I & e, BEAE
WHEEICBE L QIR A EE T s T A0 E
EhaZtekotz,

JRAN1107/2009 (Regulation 1107/2009) (%, &4
91/414/EECIZiE 2 b 2 Hiil & U THIE . 2011
FeH14H» S & BE S hi-, WHHTH 52011
E6H14H & D ETIZIES91/414/EECT [1GMEME O
AR S h 7z Py REBHEHER s LU
T8y r—7) NEETHS I L (Completeness
of the dossier) | ORfEFEA 2 X 7= FHME M EWE 21,
FOBFSIE & U TH91/414/EECOBIE 25| & it % i
HEhdZLilholz, BBOHEHOBIETF ¥
IR E NS E R KR EH O —
TOWEMEYEIC & ARG E S BUE S 2. Thb
DWEVEDE DA D K 4713201146 H 14 H DIFTIZ 5%
TLTED, FHEPOLDIZONWTE, FEEOME
D%VIZD - 72728, HHI1107/2009D 8 FH 1%, FEE
5 65368 FH DAY O 87 LS P B D 7K GR & ARG TS T
BORRBEHBHPOE -7,

2. #B$91/414/EECT OB EEEFIEICE T 550

H91/414/EECIZ19914-8 H19H IZEUH #H  (Offi-
cial Journal) TAE S N7z, §EH91/414/EEC Dt
& (Annex) #Table 112789, #i791/414/EECTIZ
Mt IO\ MEWE Y 2 P ANOUGEK (Inclusion) A&
RAEEKRL 72,

1654791/414/EEC T
o« WEHEMB OEMEIIE Y 2 P AOIEIZIE. HEEEIR

WHWEZO DL L BIZ, ZOWEMWE % E&46T

57 L 1DODOBIANIOWT BRI H &7 ¥

F— 2 EMEEC P TR 2L (556%(2)
o I DOUE A 104 2 A eI TH 5 (5554 (1))
o WHA10FE- 248 2 W T B cx % (5555 (5))
o WHER DT HIIIIEIHR DD 72 < & 3 24ERTIZHHEE A

BENBNE (H5506))
o BEAFISHEME O BRBE At 7 0 o 5 L & Fhid %

(558% (2))
EEM, ATHWMI T2, AR ETIED
LT < BRI E O T 0 o 5 A EREIZ
WAHEIIHRAITRET S L ¥ h Tz, 72, /8
91/414/EECO A EKHZIZEUCTHBEOESREH (i
L MBS D) O 8 3 A5 TAG o 4 i J5 Hi]
(FfHlEE V) 23 S h Tnah -7z,

Table 212 454791/414/EECO @2 [-VIIZ DWW T
DFEARE /BIE & N 7=k &R T,

BT /B IERSED 5532 B0 . EUTHSE o ERkig
H (L KHEE D) ORGRehd (513
S HA (FHEE VD) OIERGRGE £ TISh 5 D D
A (t#EWE coEREEE T 2819964, EMmSEiC
BOTEZEh&D &) 2Lz, ZOZ ERHHE
HWE DFE4791/414/EEC MR 2 T GEMEWE Y 2 1)
UGHREREE . BRAAIS M EE D BXBE ) A 7 1 7 5 4
TOFHIIZ LD E U B K E RFRE & 2557,

3. #E$91/414/EECT TOEMME DIRE
IREEHOEE
B EORE T 0 s 5 4 81E, SMEET
b E T REEANC & F T AW TEE & 45
91/414/EEC T O ZORIIH & FRUEICIR S U Tty
HY A2 PO Gz atfli ¢ 2 8 DTH -7z Bk

JELCICRE  Annexes to Directive 91/414/EEC (as of the date of publication)

ANNEX Title

ANNEXI Active substances authorized for incorporation in plant protection products

ANNEXII Requirements for the dossier to be submitted for the inclusion of an active substance in Annex I
Introduction

Part A: Chemical substances

Part B: Micro-organisms and viruses

ANNEXIII Requirements for the dossier to be submitted for the authorization of a plant protection product

Introduction

Part A: Chemical preparations

Part B: Preparations of micro-organisms or viruses

ANNEXIV Risk phrases
ANNEXV Safety phrases
ANNEX VI Uniform principles for the evaluation of plant protection products
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LEL W Development of Annex II-VI to Directive 91/414/EEC

ANNEX/Part Amendment Directives/Amendments
ANNEXII Directive 93/71/EEC (1993.08.31) replacement
Introduction Directive 94/79/EC (1994.12.31) partial amendment

Directive 95/35/EC (1995.07.22) partial amendment
Directive 2001/36/EC (2001.06.20) partial amendment

ANNEXII PartA
Chemical substances

Directive 94/37/EEC (1994.07.29) replacement of Section 1-3 (Details inserted)
Directive 94/79/EC (1994.12.31) replacement of Section 5(Details inserted)
Directive 95/36/EC (1995.07.22) replacement of Section 7 (Details inserted)
Directive 96/12/EC (1996.03.15) replacement of Section 8 (Details inserted)
Directive 96/46/EC (1996.08.23) replacement of Section 4 (Details inserted)
Directive 96/68/EC (1996.10.30) replacement of Section 6 (Details inserted)

ANNEXII PartB

Micro-organisms and viruses

Directive 2001/36/EC (2001.06.20) replacement (Details inserted)

ANNEX III
Introduction

Directive 93/71/EEC (1993.08.31) replacement
Directive 94/79/EC (1994.12.31) partial amendment
Directive 95/35/EC (1995.07.22) partial amendment
Directive 2001/36/EC (2001.06.20) partial amendment

ANNEXIII Part A
Chemical preparations

Directive 93/71/EEC (1993.08.31) replacement of Section 6 (Details inserted)
Directive 94/37/EEC (1994.07.29) replacement of Section 1-4 (Details inserted)
Directive 94/79/EC (1994.12.31) replacement of Section 7 (Details inserted)
Directive 95/36/EC (1995.07.22) replacement of Section 9 (Details inserted)
Directive 96/12/EC (1996.03.15) replacement of Section 10 (Details inserted)
Directive 96/46/EC (1996.08.23) replacement of Section 5 (Details inserted)
Directive 96/68/EC (1996.10.30) replacement of Section 8 (Details inserted) and
partial amendment of Section 7

ANNEXIII PartB

Preparations of micro-organisms or viruses

Directive 93/71/EEC (1993.08.31) replacement of Section 6 (Details inserted)
Directive 2001/36/EC (2001.06.20) fully replacement(Details inserted) except Section 6

ANNEXIV

Directive 2003/82/EC (2003.09.12) establishment

Risk phrases Directive 2004/66/EC (2004.05.01) partial amendment
Directive 2006/104/EC (2006.12.20) partial amendment
ANNEXV Directive 2003/82/EC (2003.09.12) establishment
Safety phrases Directive 2004/66/EC (2004.05.01) partial amendment
Directive 2006/104/EC (2006.12.20) partial amendment
ANNEX VI Directive 94/43/EEC (1994.09.01) establishment for chemical PPP

Uniform principles

Directive 97/57/EEC (1997.09.27) replacement
Directive 2005/25/EC (2005.04.08) addition of provisions for micro-organisms PPP
existing provisions for Chemical PPP set out in Part I

additional provisions for micro-organisms PPP set out in Part II

TEEMWE E4O DT —TI2h T, FET v I 4
DFE1BRRE (first stage) 7 & S4B RE  (fourth stage)
ELTCENThOERICEEh A2 MAEEwE %)
Z MZU., IO Y 2 MZE N3 EETEmE
26 Rl & BRAA U 72 FEATIC B B 3 TR
EFTBHE L, MRELT, BETIEEZBEST 5 M
HlE 2 M Zh O BB TR 2 B 54T & s
FTH5ZLEb, FYfEanc Py o2& 475
B a2 &0 -8k dA (Notification; AT 1284
T AWM. WHEMEOBEAREHR., P igiEirS
BOMMBENEGEND) OFEMBIRSP Fy o
HHHIR G Z W Zh OBFEZ L IZ@ED b h e,
IR O ) 2 MZE Fh 5 BRAFE Y E & T
% B U 72 HI3600/929 1212, BIEARIEITHD NI,
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FBETIEY & 2R > TE 0k, FE2ERED
V2 MCE NS ARSI R AT A BE L 7
BiHI451/2000 9 % E1E3 5 #HII1490/20029 12 & D |
RRIN £ 5% 8% B9 (European Food Safety Authority:
EFSA) DFBENOBIMPHE N T2 ETH > 72,

EFSANERIZBIL 722 6. F ¥ T OFEAHY
INEE  (Rapporteur Member State: RMS)  1E& o 5
#  (Draft Assessment Report: DAR) #32 x v b U
DIZDIZEFSAD YA M TRAEEIND EHIZHD, F
A RMSE: 22 5 EFSABRFICHE > 72 2 &3 5 &
INTE 5Tz,

% 72, EFSAfERK O FAM = T & % EFSA Conclusion
DRFIZE D, FAEPEFSARRE 7> 6 EUD AT IR
ThDEEORMEAET2WINEEZ (European
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Commission) D#H{EZEZ (Standing Committee)

DRI Z e ghrb Lok,

FIEFED Y 2 MIZEF NSRS EYEOFET
JIEL 13 A AI451,/2000 & BEHIT490/20021 & 0 . S4B RS
DY Z MZEE N B PR EYE O F A TN
1112/20027 & #HiHI2229/20049 12 & W HlE iz, 7=
72U, H3BtHE B KU RE O ) 2 MicE S A
TFHEMEOFAE TR, BIfFN S EO%E 7 v s
7 L OFHEARNICRHEE T4 % Z & 2 HRIZEA
N HE A BLAN1095/2007 9 12 &K DK DA E =,
B D S % it 72 B IXEFSALC & % 5l 7 L T
B A2 PANDOIEIENE A RTETE DL LHIILZ
B, —EBOBRAFIEEYE TR ) 2 bR
IZEFSA Conclusion2MEK., AKX N7z,

F 7z, MAEMEYE OB k& T v s 7 Lh
5OEFERAHD T OBER. AR IENH
DOIFMEED ¥ ¥ T OFEEN O FLE 23 HHIZ3/2008 10
TRE SN L EHFEADOTFIEBHEIZ L 7=,

—Ji. FHTE B O KRRERICBI L Tid. i
ICE L HE A E L TCIERICHRET 5 DM KIE
ISR, BHI88/20111) TX O R ERUITRE S h
2o EREHAIOAE F TIIREFETEIE DO HE T
02T AHICERELZFIHERHL Tz oLl
b, YIHNEHR S 72 HrBE R IS B LT
K A b OREFIG A & Rk IZEFSAD G-l 23115
T, 2002456 A DIRRIC F ¥ T D58 A IRE
SN FHIEERIE 2> 5 EFSAD G-l 23T b 72,

WS B E R & A EEE TORE &
EWE, LITD22oTHh 5, Thbb,
ORI E OFA TR, F ¥ AT

ROBHEN A LETH D, FWHIFEH % IZRMSH

#HoikoNn s,

@OFHIE A T, F Y T2 EORMS % HIGE
MERTE, PV ZA%ETH 5 Z & HRMS
12 & DMGE S udud, £ N v = o a2 REEE
ENLBHREUERTHE (Decision) & L TAE
Eha,

BH P I NRETH ST & ITFEEmE T
RMSHMEGES 5 23, $54591/414/EEC T Tl #r LG 1
WE A &R S AR A OB EFETT (provisional
authorization) DT H V. ZhA BG4 5 504
DIDIIH P I NRETH DT ENHEI N TH
0. FIHTEWE O AEH K Y I ARETH D
ZEDRENEUERTAR SN T2,

WEHEPE ) 2 S ANORYIOIERIE 104 %48 Z 7\
&L TCnz7=28, WEkFaG H 280 72 HEE 2T
&, U HT (Annex I Renewal: AIR) 23 E 7 572,
A DOUEE#H T & 5AIR1 (Annex I Renewal1%
N—=T) IZEEN2EEWE OKREHFEETIEE
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BUE 3 2 HR1737/2007 12 25808 S, Z OFEIIIES
91/414/EEC F ¢ X 17z, IR OUEFEH ¢ & 5 AIR2
(Annex I Renewals522° )L — 7)) & £ 5 1EMME D
TR A T-IE 4 e 3 % AHI1141/2010 1 238% 58
Ehp. Py @M HIR220114F6 H14H L % T
B > 72 7= DA A RITHAI107/2009 T THEE S iz,

4. #AI1107/2009F TOEHMEDHEER
AREHEE
(1) BiHI1107/2009D Kk
FLHI1107/20094320094F11 H24 H ICEUE i CTA R
S, HHEH91/414/EECIEHHI1107/2009D 3w FH H
ThH2011FF6HIUHZE > CEHZRAON ST L L
0. EEWEOKGRIE, WK (Inclusion) Tid7e
<. A& (Approval) &it&dhad &LHilkh-7, 85
91/414/EECTF T F v = D542 (Completeness
of the dossier) &R TV DX, HEFOREM:
(Admissibility of the application) &FfFr&h 5 k512
%o Tz SV E O REEORAEMEIIEUE R TIE
AT ENEL 572, ZTHIEHHAIL1107/2009 F T Hr
JRISEE % &6 3 5 R O 58 A1 o0 7 58] A3 7T e
LB B5BNPEEINZLDTH D, £ e
DM & 20166F6 HI4H T L - 72,
E54591/414/EECOMEEFICBIL T3 2 6 ONE
BRI BRI & . HHI1107/20090 Fif s 2 1345
491/414/EECTHUE S I i 5 2INE 1B T 5 2 D
127 572, $8991/414/EECOMBEDONEN B X h
7= HiHI % Table 312, #HI1107/20090 iff & 2 % Table
4128,

LELIERE  Regulations in which provisions set out
in Directive 91/414/EEC are transferred

Provisions in Directive .
Regulations transferred

91/414/EEC

Articles Regulation 1107/2009 Articles
ANNEX I Regulation 540/2011 (2011.06.11)
(Active substance list) Annex

ANNEXII Regulation 544/2011 (2011.06.11)

(Data requirement of AS)  Annex
Regulation 283/2013 (2013.04.03)
Annex (Replacement)
ANNEXIII Regulation 545/2011 (2011.06.11)
(Data requirement of PPP) Annex
Regulation 284/2013 (2013.04.03)
Annex (Replacement)

ANNEX IV Regulation 547/2011 (2011.06.11)
(Risk phrases) Annex II

ANNEXV Regulation 547/2011 (2011.06.11)
(Safety phrases) Annex III

ANNEX VI Regulation 546/2011 (2011.06.11)
(Uniform principles) Annex
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JELICYS  Annexes to Regulation 1107/2009

ANNEX Title

ANNEXI  Definition of zones for the authorisation of plant
protection products as referred to in Article 3(17)

ANNEXII Procedure and criteria for the approval of active
substances, safeners and synergists pursuant to
Chapter II

ANNEXIII List of co-formulants which are not accepted for
inclusion in plant protection products as referred
to in Article 27

ANNEXIV Comparative assessment pursuant to Article 50

ANNEXYV  Repealed Directives and their successive
amendments as referred to in Article 83

HLHI1107/20090 it 75 T1Z 13 06 P BL 7K 2 00 1) Wy
HHERIGE X . 2 OHPIZIEIER91/414/EECTIEA
ﬁ#&#ot@ﬁ%ﬁ#aiﬂtou@ﬁﬁﬁﬁ

3. WbhWwBHy b4 T (Cutoff) HHELFREN B
@ﬁbh\lwﬁvbﬁ7ﬂﬁ'%téﬁﬁ®ﬁiﬁ
SRR IZERN AL, MR R KR E s &
TEH5LEDTHD, £/, BBDOKY 22 (Low-risk)
WHEE R A (Candidates for substitution)
ISAHY T 220 & 5 2 OH W FEUE & [ TN 13 45K
ENTn3,
£ UTICRTOTA»rORUEIZHE YT L, 270 %88

DWIIEEICB U TR EORES 5 0 . Sl % W7
BILTRGRDTHEIC K B
o ZRRMEOFME (B 113.6.2)
o FEH VMEOFME* (B 113.6.3)
o BOEEEOFEME* (BT 113.6.4)
o ANOASHBHELYEDFEUE*  (FiHRE 5 11 3.6.5)
o FREIVEE BTG SE (Persistent Organic Pollutant: POP) @

e (ME# 103.7.1)

o BRIVE. EWERE. @ (Persistent, Bioaccumulative and

Toxic: PBT) #EDOAEHE (Mg 113.7.2)

o EEREE. SRR (Very Persistent and Very Bioaccumu-

lative: vPvB) B 5EHE (FfIE & 113.7.3)

o JERERE AN DN IR ELIE D JEde > (FJE 3 11.3.8.2)

(2) Z&GRHAM
© wImzE
F8491/414/EECTIiZ. A&ZEO WIRIX104- %8 £ 7%«
W & TR b BiHIT1107/20097T & #1181 D /KGR
BIE 2 A ZVWHBlE LTnw3s, 270, K) 2
7 WEEE (5225%) . HAMW'E (Basic substances)
(%23%%) . ﬁ*é@eﬁ (H24%%) OBENRD D, ZOH
TN T 250U N ORI AR E S b,
Ky = 7‘23%%’,5 D164 A A AR
R - THE % Z 2R
HEARYE - TREEHIRN BRI E D e

FRILE 2019

DEBEEBEDLTEICOVT

TRRIEHE 2N 72 S M WIHMEE T H > TEFRFED
71y b A 7 5EHE (g & 1IOPoint 3.6.3, 3.6.4. 3.6.5
BEU382) kAR I hHEWEATHT, fib
D ETIEMIE LS 2 WEE 2 i 2 Bk 4 5

IZZ OWEEWE A BETH %5 O LHEHIE A2
MEh T, V2o RBEEOEH & v P RER
BN OB 2 IR/ NRIZ$ 5 2 & RIS
A A W TR T % AR5l (Derogation) @
B (GBa% (7)) b5,

HHI540/201119 OREREHEMIE ) 2 +) OFffEEE
Table 51784 & 912, w#IHE4791/414/EEC R THKL
éhtﬁﬁ%%Uz%@&ﬁ%ﬁéhfntﬁ\%w
B OB IEHAITRROREH VA NESTBTE
T, KA mMmﬂmCFf@é@(mnm\ﬁ%
1107/2009 F¢D & d (Part B). HAME (Part C).
KV 2 7 EHEWE (Part D). UMl (Part E) O
FHSHEY T 20520000 Lz, 45k (1) OFF
BT ORGL F 2 EBINRBEL TN =), Hiln
Part2SBIME N0 E D NFBIEDE ZARHTH 5,

LEL XN Parts added in the Annex to Regulation
540/2011

Regulations by which
new Parts are added
Regulation 540/2011 Part A (set out in Part A by
(2011.06.11) Regulation 541/2011)

Active substances deemed to have

Parts added

been approved under Regulation
(EC) No 1107/2009

Regulation 541/2011 Part B

(2011.06.11) Active substances approved under
Regulation (EC) No 1107/2009

Regulation 462/2014 Part C

(2014.05.07) Basic Substances
Regulation 2015/306 Part D

(2015.02.27) Low-risk active substances
Regulation 2015/2105 Part E

(2015.11.21) Candidates for substitution
@ 7¥(u E*ﬁ

HRRHEH B O W TR, $5491/414/EECTIX10
EEEA VI E X TR, HHI1107/2009T
FISHE A A A & % 5 72, 7277 ULIRER AT I
B ST A A WA, B4 (7)) ORI TOIK
FRITHEFHESE A A LW TH 5,

(3) &R KRR HT A TFIE

f8491/414/EECTIE. HiBlEMEWE O KRHEE T
JEE A DA (GHEI188/2011) THRE TN T 7248
HHI1107/2009CTIEA ST (357-135%) IcfBfi s h 7z,
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7277 USARMIEICBI L Tid, RAWE & R ¢ it
&L B ICHAIR I E O W O KGR A TIE & 135
BDFETFMENASL (FF235) ICB#Hich b,

FKFBFHT (Renewal of approval) (ZEAL CTix, TED
—iBEEFO 2L DRDOHENA I/ L To
% (5514-20%%) 2. KREHFE TIHOZITICHE
EHEEHOMAITED % & L (55195%). Fig. 1

ISR HL KRR R A D 2 F — L &R Y,

FRRE L & KB FEEDORE VL, RKEHE
WHEA TIIRMSFE 2 RRNICHIOIRS N, Py 82

I TP EOHERD ) X 2 &8 - KREHH
%ﬁ% (Application for renewal) DIEMABETH 3

. KREATIE P Y 2R ORMSIZ FHEE & 28 %
*Rjﬁbf b5,

AIR2 (Annex I Renewal®f522° )L — 7)) O KGR ¥t
%, $E591/414/EEC | THIHI1141/201012 & ) F &
TFNEDBHE & N7, FHAEOFEEIZHAI1107/2009

Tirbh7z, AIR3 (AnnexIRenewalEi32 )L —7) LU
Fée D KGR B 7 O A FE L L HIIS44/2012 19 Tl &
N7z, HHI844/2012H3AIR3IZ i < AIR4 (Annex I Re-
newal5542 )L — 7). AIR5 (Annex I Renewal§52"
L—7) TEHEHI T3,

(4) RGBT HTH/E CTORKRIARIE R 1 & % K8 Hr
H SR HTIRR R 1 o R IR o F 4

TRARFEH Tl KRR BT 2 P X % i L KGR
FRZMM T LAWK S ISHATE TS BE & 721 KGR
RAEMERETZ ZBENH S (HHIT107/2009 55175)

ZOERMBOIER L, FEMGE 51O KRT
FEEEEEM R F Y ZORMHROERE D 720128
Fhexh T,

AIRSLARE 13 KGR EE B P ESH PR IR R 1 & 44l
HRR Y 7 2 ARG O 34E 1T, 307 A it & A8
HHEATIEHOBMATREIN TS 20, Py i
HHRR 2 DS THUE ¢ 2 LB &£ < & - 72,

FRIE H O NAEE#H #AIR3» 55 (2014461 H1
HUBICIRBO F Y ZI2@H) §5729, £
TR L OFEMEME CEA L KV E I ITT
% 72912, AIRIZTCO KRB IC IS W Tl E

Rapporteur

Member State
(RMS)

X LITNT =TI TR v R AR 2 F4%

L. HEAFEIEL T35, AIR3O —EBIZ W TIEH
HIJ1107/20090 3 FH H (201146 H14H) DIk ¢k

OB RTHEE AR IR ORGEHIBRO34EH) 234858 L
T E S B - 7208, BEIZIE U CRREIRR
DIER AT S 2 LT, ARHEF IR R F
XRMBIROBREEX 572, LALAEMNS, JLD
TR H DA & F > T f2 L HHER B ONEA A b
BT BN,

—J5AIR4 T \ﬁaﬁmwhﬁfﬁaﬁﬁ$%%
AR AZEE§ 223 Lar >, 72,
FKGRHIBRIZ D < D TIE A<, @ﬁ%gwﬁﬁgi
DSV CTHEMWEWE Z /N7 L — FI250 ) 72 KGR i
R RRIKRIHRIER 2 L 5 2L — T %
b, 1-3FRRBIRAER TS5 TF Y i
HWHARH DR 2T > 727V — T & H 572729, T
DORRERANEE N> R BEIEDO AN H D
NECTWS, 72, ZOZ ET—HOWEMEWE L
BEL T o 2R H ASATRG D i B & 0
{mo5TW\W5b,

AIR5T & AIR4 & [Rl b 12 7K R BR oD 4k = C 7K G2 5

FEEOEMBIREZZ 5 Z ket WY
BOWEIZ XD EEWEE /NS — T3 72, K
WU R T F ¥ TfEMBIRH DR % TE L %
WL =T EFET BTN —TI205TF 7=, AIRATIE
MER L7270 — TN TRE L TH - 7228,
AIRS T AE R X h A WM & | ﬁwbtﬁgw
WP L FRICHEEE 2T 572012, ZThitdb
ﬁt%@f@ﬁéhéﬁﬁ%gbﬁbéo

5. #AI1107/2009F TOEMME DHEER HEZEH
BEOEFR TORER

TRRAHFER S AR FEE & FALIM A ZTWTn
5, FHOARREHFEETICE O QX F Y o I2K
AR D IR M 3 T X T B,

71w b 7 FEUEIC S FHFORN A RRIN272/2008 16)
DR EDHFEERR AT T —=BEENRTHE20H, I
PEE DKGE KGR FEA LD & THETROFEAD
AT EN B L KRR AR F ol 5 O HI W & T 7

European Food European
Safety Authority Commission
(EFSA) (COM)

e Application of renewal eDraft Assessment Report

(Renewal only) (DAR)/Draft Renewal
eDossier Assessment Report
(RAR)

¢EFSA Conclusion

eReview Report/Renewal Report

eApproval (Non-approval)
Regulation/Renewal
(Non-renewal) Regulation

BEEEB  Scheme of Approval/Approval renewal process of active substances for PPP
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WA TE TS, ZOkE U THANEER
(Harmonised Classification and Labelling: CLH) #%
HOLHDENE %2 K0 A A 72 KGR 2 (Draft
Assessment Report: DAR) /725 #ratfliE (Renewal
Assessment Report: RAR) 7 ¥ 7L — b &FE L,
DARSRARTEK & [RIBHIZCLHH O R T 3
EHIZL 7=,

FRLAN1107/2009D Ft g 2 LA\ DIBIEIZ K 2 N i
ALPED R 2R FEHERGE D BHI2018/605 17 %320184F-4 H
20HICEUE#TALR S, 2018F-11H10H 4 &
125722 LT, ZORUEITHE - 2N LM D EF
MABREL 5722 &R, ZHERN2018F-11H8H IS
EUBE#H TAZK SN /=#{H1]2018/165918) 1= & 5 K25 Hi
T TONTWEELIEIZBE H 2 38007 — 2 3 O FIE
DIEIL, FRERGI BB LIk EELOEND,

EUDNA F 4 1 NREEEVEDOEREE

1. #8%98/8/ECH 5 #R1528/2012 19 ADI#EIT &

FaiEE

1854798/8/EC (Directive 98/8/EC) 1%, EUIZ kY
254 44 RELG O EicB4 2 B & 416 THlE
L728DThb, ZORBIZED /A4 FEEOD
AANE, AL UTEUL L TRl & 7= TS M E
EHEHTAZNALTYA FRBOAIREINSE Z &I
Koty ZD72, EUTRA I =mEwE) 2 b
OAE E Z D) A b ANOWEHEYE OB MO vl % G
5 FIESHIE S h iz,

5498/8/ECIT T #hH (1998F-5H14H) 7 524H»
AU 920 & e v i=728. $5498/8/EC F Tl
20004E-5 F 14 H LU b1l & 7= WG PEP R A3 BE A3
WE. DS OEEWE RSB & & 72,
BEAS I ICB L TR T u s 7 A s h b
ko7,

#H528/2012 (Regulation 528/2012) . &4

LELIGXCN  Annexes to Directive 98/8/EC

98/8/ECICiE Z b 2B & LTHlE 2. 20134-9H
TH» G & > 72, $§498/8/EC F CHEA ST
7o UEVEV BB 3 2 ROm S E A E 28, RE iR
Al D MRS EOFRE T v s T L THA
FOWEEIME DL S AFAE L 72720, R EE oK
REKRBHOFER T T LROMAFEEWE
DA & BHI528/2012 FCHEME N B Z L12k - 7=,

2. #§$98/8/ECT COEHEHEDIRREE
H498/8/ECIZ1998F-4 H24 H IZEUF M TAE &

N7z, §H4598/8/ECOIftfEH % Table 612783 . {f

498/8/ECT I Il 2 IO PEME ) 2 b N DULEL

(Inclusion) MKGEZFEIEL 72,
154798/8/ECT I,

« WPEME OPERIZIE, HESE IR T O D &
LI OB A EGH T 5P 5 < L 1DDOEE,
1ZOWTC ., ERIEH 247 — 2 A EEC P
TTRIT 5 (B11501)

o AN OPHEA 1042 2 2 IR TH 5 (55105 (1))

o PR 1048 2 I T & 5 (35105 (4))

« PR MEMBEOEE T 0 s 5 A& FiT 5 (55165
2))

75 EDASLIZROR X AT T, A Y A E 0

B COFMMEER (1154 (2) & ZD%OMINE
B TOREMEEL B11% @) & EFETIACRT
AR S A RIS ET B2, 2R EREINCIZAt &
Ny, BAGEWEORE T v s T LFEIZ Y0
TAHEIIRATRET S & X h Tz, 72, hiidh
IR A6 591/414/EECIZId A o - E & EN T

n, RENEZLDOL LTI,

o WEMEWE ) 2 b ANOUPGEEAEL IR, (Product type:
PI) Zkichk3Z& (510%3)

o WVEMIE IR & A W ) 2 SRR O
PEIZKDIEZE L. WES A L < 3MEH BIC
s ZE (3105 Q1))

ANNEX Title

ANNEXI List of active substances with requirements agreed at Community level for inclusion in biocidal products
ANNEXIA List of active substances with requirements agreed at Community level for inclusion in low-risk biocidal products
ANNEXIB List of basic substances with requirements agreed at Community level

ANNEXIIA Common core data set for active substances - chemical substances

ANNEXIIB Common core data set for biocidal products - chemical products

ANNEXIIIA Additional data set for active substances - chemical substances

ANNEXIIIB Additional data set for biocidal products - chemical products

ANNEXIVA Data set for active substances - fungi, micro-organisms and viruses

ANNEXIVB Data set for biocidal products - fungi, micro-organisms and viruses

ANNEXV Biocidal product-types and their descriptions as referred to in Article 2(1) (a) of this Directive
ANNEXVI Common principles for the evaluation of dossiers for biocidal products
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o RAETEVEE O 5 APTICB L THEE T a7 5 D%
%  (Participants) 2 THAZMAERD FiF7=541C
SN OHH %K (take over) TE B Z & (FiHI
2032/2003 20 5585 (4))

BETH B,

M) 3 TAICHE R & 1 2 W M B 13 45 598/8/ECD
#5241 (b) TOERICKLBIKY 22 (Lowrisk) /3
AF A PEEICES NS, HE#H IBIC
B S N 2 I HEPIE T 25 (1) (c) TOERIZK S
FEARYE  (Basic substance) T» 5%,

¥, 25 FTICBUT ORI (BHI528/2012
@2 V) —E%Table 71587,

LELIEWA  List of the types of biocidal products set
out in Annex V to Regulation 528/2012

MAIN GROUP 1: Disinfectants

PT1 Human hygiene

PT2 Disinfectants and algaecides not intended for direct
application to humans or animals

PT3 Veterinary hygiene

PT4 Food and feed area

PT5 Drinking water

MAIN GROUP 2: Preservatives

PT6 Preservatives for products during storage

PT7 Film preservatives

PT8 Wood preservatives

PT9 Fibre, leather, rubber and polymerised materials
preservatives

PT10 Construction material preservatives

PT11 Preservatives for liquid-cooling and processing
systems

PT12 Slimicides

PT13 Working or cutting fluid preservatives

MAIN GROUP 3: Pest control

PT14 Rodenticides

PT15 Avicides

PT16 Molluscicides, vermicides and products to control
other invertebrates

PT17 Piscicides

PT18 Insecticides, acaricides and products to control other
arthropods

PT19 Repellents and attractants

PT20 Control of other vertebrates

MAIN GROUP 4: Other biocidal products

PT21 Antifouling products

PT22 Embalming and taxidermist fluids

EEEWEORE T e 7 T 4 Lk, #INEET
Efidh Tz g A9 4 FEENICEZh 2D
B EFFE (Specific) DOPT#% #54798/8/EC T DK IH
HEHHEIZH S UTHlMEmE Y 2 P ANOIGEK A E %
FHlid 58 DTH - 7=,
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BEFSMEE OFAE 7 0 & 5 L F2 I M8 HlE
1. BHI1896/2000 2D & KiHII2032/2003 THYE S N7z,
FATIEOME & BAFE Y E € (Identifica-
tion) D72 DI KFEPT TOUERFE A % 52 F 5 BE
O MEPE G RO @A (Notification) D42 H HARR i
E ORI EE EPTOMAY T Hd 22, P
THHARR ZPTIC & - T4k D 33 7=, LA Lk
Do, FHTUZ I LBMENETEBMERD N

7oVt MRESEHEICIDSET 2 MRS A B

Z OMWIKREFED 7= DIZH 7275 F ¥ IR A3 F ﬁé

NBHEND 5720, HIUPTTEHHITED: F Y

TR IR & 0 IR A3 20 & %o & 7z BRAE G

WMWBE BT 5 Z &Ik 57,

PR B A L A M E R A TORNE &
EONE, UT022oTh b, Thbb,

OB E T E OB ik, F ¥ D2 BEFs
PEE O E R R EPT T OUEER & 2 5 A7
B OBHID 72O DEMOFE A H D . FHI
PEHRICRMSAEHID RS 5,

QOFHETEE T, Py R L ORMSIE HIGE
AEATRE,

LWwHZLThB,

WRINALZ= ST (European Chemicals Agency: ECHA)
U EPE O AR EFEEIZSIT % D13 HHI528/2012
TEZDEDHEN EINTILLTH-72720, i
98/8/EC T Tlid. F ¥ ZfEHitk2 SEUDHITHEES T
a*o DEERORIEEET ZHINEEZSOHEERAS

DERMITHONDEETIZAEINBERME, F v

T OFEME Y MY IE (Rapporteur Member State:

RMS) 1B O FEAMi 5 (Competent Authority Report:

CAR) OAERD AL 2% <. MWRERNZ LR THE

EAELT D BRE LISMZIZ 3 2 D IS s 7z,

3. #AI528/2012F TOEMEHE DHKE
AREFEE

(1) BiHI528/20120fHK

FLHI528/20124320124F-6 H27TH ICEUE R CA %K &
. 85 98/8/ECIZHHI528/2012D 5 HH H T & 52013
ﬂagﬁlﬁ%éofﬁ?ﬁ?@i bhaZ b7z,

498/8/ECTIE. WMEWEOMEZ 1. 1A, IBD

?ﬁl\i%g ) 2 b AOYLEL (Inclusion) 2VKGEE %I L
720 FERF L A, IBICHEE S M2 RKGE R D )
Z AT AR SR EHIRHI528/201212 8% E & h
. FWEEMEDO Y A b 248K T % I O BRI A&
BIRENB Z L& ah o7, flv. KRG WE O
AV Z b+ (Union list) (FMINEE 2T H L, ETH
ICART B LLB->T05, BHI528/2012C i3 At
TREER L RIMRIC, WS OKRRIE. INER (Inclusion)
T3 <, &R (Approval) Eit&dhsd &kH k-7,
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LELI XN Correlation table of the Annexes to Directive 98/8/EC and to Regulation 528/2012

Directive 98/8/EC

Regulation 528/2012

ANNEXI
List of active substances

ANNEXIA

List of active substances in low-risk biocidal products

ANNEXT (Partially adopted but has major changes)

ANNEXIB
List of basic substances

ANNEXIIA

Core data set for chemical active substances

ANNEX Il title 1 (Revised)

ANNEXIIB
Core data set for chemical biocidal products

ANNEX IIT title 1 (Revised)

ANNEXIIIA
Additional data set for chemical active substances

ANNEX I title 1 (Revised)

ANNEXIIIB

Additional data set for chemical biocidal products

ANNEX III title 1(Revised)

ANNEXIVA

Data set for active substances - fungi, micro-organisms and viruses

ANNEX I title 2 (Revised)

ANNEXIVB

Data set for biocidal products - fungi, micro-organisms and viruses

ANNEX IITI title 2 (Revised)

ANNEXV
Biocidal product-types and their descriptions as referred to in Article
2(1) (a) of this Directive

ANNEXV (Revised)

ANNEX VI

Common principles for the evaluation of dossiers for biocidal products

ANNEX VI (Revised)

LELI XN Annexes to Regulation 528/2012

ANNEX Title

ANNEX I
ANNEXII  Information requirements for active substances
TITLE 1 Chemical substances - Core data set and additional
data set for active substances
TITLE 2 Micro-organisms - Core data set and additional data set
for active substances

List of active substances referred to in Article 25(a)

ANNEXIII  Information requirements for biocidal products
TITLE 1 Chemical products - Core data set and additional data
set for chemical products
TITLE 2 Micro-organisms - Core data set and additional data set
ANNEX IV  General rules for the adaptation of the data
requirements

ANNEXV  Biocidal product-types and their descriptions as
referred to in Article 2(1)

ANNEX VI Common principles for the evaluation of dossiers for

biocidal products
ANNEX VII Correlation table

BiHI528/20120 K IR & IIZiE, 5255 CREE D/ 3 4
FH A F RSO 5 ] Tt & A3 T Re s e 12 & A
ENBWEEIEDO ) 2 P MBIk E N B Z it 5 7z,
FiP T DGR O TP, 5285 (2) T YT e
MENTVIBEEECAVENME TS 5. Hih
98/8/EC D Kl J& & TALZ Pk o 78 PEW B & . BLHI
528/20120MEE 1D 7 7 T —6I ik x h 7z,

FRILE 2019

HLHI528/201200 Mt I8 & T B IEICBI L Tid, LA
528/2012DFE285FRIZHRUEN S O . WEMEWE OIS &
B 7-MtEE IO EOFNRICE LU Tid, #HiHI88/201422
THUE Ehiz, #498/8/ECOItES 1. TIA. IBLAT
DOMEZICBI L T, HiHI528/20121 & fiflEE & L T
FRAE L 7=, $5598/8/EC & HillN528/2012D g & o bt
X% Table 812783,

% 72, HiHI528/20120 [ 3 % Table 91279, #i
HII528/2012D [t )@ 2 TVIZ. 45598/8/ECIZIEAEIE L
B lWEETH 5.

T IR A D ARI1107/2009TD 71 v b A 7 FEUEIC
Mg 2 Jueid, BiHII528/2012 Tl PERRIERE  (Exclu-
sion criteria) & U CH#E 7z (GH55). # v b A
7 FEUER R, R DA FEEIRUE * 125 4 AU SR
PEE IR L WE T3 HUETH 5,

* 1 DIFIORT W TR OIS T 52 L, WPhicBL

TEIRGEATTHENS & D RHIHEEOBE H D (55 (2)).

o &I EDHME (5% (1) (a)

o RO HEHE (5555 (1) (b))

« BhEmEOFERE (5552 (1) (o))

o ANOWSHRELIEORRE (5555 (1) ()

o BREAME. M. @M (Persistent, Bioaccumulative and
Toxic: PBT) #'E & LU < (3 @bk, @EW&RE (Very
Persistent and Very Bioaccumulative: vPvB) ¥/E DFLHE (355
%) ()
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F 72, V& (Candidates for substitution) (Z4H
BT 20E S hrORMHEEL BRI TS0, NE
VERE PR EE AL 1107 /2009 D FI W K HE & T2 e 5,
Pepg e & Ol 2 F8598/8/ECIZIZHEH» & < |
W7ZEASNBETH 5,

(2) 7RI
(ORE ] EPz S
$5498/8/ECTIE. KD WIRNX 104 %48 2 7o ]
MEXh Tk, HHI528/20127T & I H] DKL 104
ARV E LTS, 270, fROBMA (5510
%) OBUEIZEEN T AW EME IS D0 TE, Article
10(1) (a) OHEIZFEUDOEE L5105 (1) (a) Lsto
HUEIZREMS O A & T T ORRIHB AR E Eh b,
B (G105 (1) () OBUEIZE A DGE) -
5% Z 2o AR
B G105 (1) (a) ISMOBUE SRS O5A)
TAE %8 Z 2 AR
#5105 (1) (a) DT K B ARG L PERR I UE L2
MM AEEWE Y. 55 (2) THIED3IDDEMF
(ZOWEMHWEDOE b B e U< IFBREIANOEREIZ X
2022 NEH LSS, ZOWMEWEA & b O,
BIPIOMEE S U < I3BREEA O H 2 fa fRbH b 1 2 R
ARG R S B, HATET B ) Z 212N T
KGR L N E LIS S AR B A £ 7-567)
DI BLELEH1IDEWZ LI & TRRENIHE & X
N2 DTH 570, hOHEIZ X 2R & D&
AR A BE S h T b,

@ KR

AGEHEHHRIZ DWW T, $84998/8/ECTIX104F %
HZ O & LTz, BHI528/2012 TR 154 %
A Z NI & 2572, 7277 U B S T & 74E %
WA RNHEITH 5,

(3) KGR KB T TIE
HrALTE PEWE O KRR T BLHI528/2012 T 1
AL (795%) IEiR ., KFZEH (Renewal of

Evaluating
Competent

Authority

approval) I1ZBAL Tid, A (5513-145%) IcE#ic /=,

TR TR E & KGRPTOAKGRIABR DA 7 <
& {550 IR REHHREOR N AR ETH S (5513
% (1) . HKEPERFEHRIOTEVEYE O KGR H & Ak,
TRARE AP XN B FNKGRIARR Y 745 Z &8
M 2 K S ICBESE T IS 4 72 KGR 4 1L
TEBREND S (145 (5))

Hr98/8/ECT DA TIH & HiHIS528/2012T D F A
FMED K % 75803, ECHAS TG MY E D R GRE AT &
HGEBHHREIZBMT 2 LIk -722ThHD, 2D
OB TFIEOBEOK & sE Mz 1M Tbhiz, W
[E o FA I #E E 17 (Evaluating Competent Authority:
eCA) »% F ¥ T &3l L 7-3Hii# (CAR) 2. ECHA
WA, SRR O KGRRIZBEY % & R A ECHA
PMECUIRINE B 245 Z & & 5 72, Fig. 2
I 2 KR RRE R HEED A+ — L% RL T,

F498/8/EC I COFMIE VY E CHEA P O HIEED
FRAFAICBI L TiE, BolfiE (3905 2 s h
%, fH1798/8/EC F COREAFIHEWE CHAh DO HIGE
DFGRFEAIZBI LT, FOliEE  (5589-905%) %
b,

INE DRREFEAIZE L CEECHAYR RN %, Bk
RSB O 7 0 7 5 L OFA TIEA HE L 7-#
HI12032/20037° & & % 4 - 7= 41HI11451/2007 2 13 X &
IZHHI062/2014 29 Ik > THEZ A 57,

HHI528/20120 5 FHHEIPH (Scope) DOBLE (B525%)
&N F 4 FESOREAFEE RSN LIS 5 &
55 B T, AR IR TER 6. HHI528/2012
OKEZE BN N TH 5, MG EEE
Tur T AL FERTOEVEEYE L PTOMA
HIZB LT, BHI1062/201412 & 0 BlE O W £ T
WEAIOFRH A XA, B O S & il 22 e ISR R
WERET s 5 LBMEINE I EiIZhkoT, %72,
HiHI528/20120D [t 2 TGO HIEEIZBI L T & B
1062/201412 &8 b 7=,

AR B OF A O FIEE. HiHI528/20120 k)
H PG THIGE S h 22 EE B L Tid. BH
88/2014THIE D FIE & IZIEH U, Z hLIAHEHHI

European
Chemicals
Agency

European
Commission
(COM)

(eCA)

eDossier e Competent
Authority Report
(CAR)

eBiocidal Products
Committee (BPC)
Opinion Non-approval Decision/

(ECHA)

eAssessment Report (AR)
e Approval Regulation or

Renewal Regulation or
Non-renewal Decision

B  Scheme of Approval/Approval renewal process of active substances for BP
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528/2012D AL HPIZHG DO KRF A T & (XIZE LT
HBN, HTOMEDrD B,

4. #RAN528/2012F TOEMME DHEFR, AR ENE

EDREBFATOMES

Z 2T R AR TS M RRE A & Rk D
LEDTH 5,

Tabb, FERBMBEIIWTWEZLTh D,
FRIZBEAFE B O KGRFE AN RGN T 5, A
WUWERE T 0T L0358 THIRRIER 20 L,
BAED HARRIZ2024F12A31IH £ e 5 T B H, 20D
WIBRNICE T CE RV aREME 2 & 5. KA
IZBWTCIARRIB OIERNFEE N T\ D, 7z,
71y b 7 U RN BB DO HRI1272/2008 D FE
EORHER AT IT) —nEEN 5720, WHEWE
DIKR/ KR BHFALD & HEROEFEEDMST
MWIEN B LK TRAREH I B O & T & i
BN TETNS, ZOfFRFEE L CCLHREED
DB ENEEZEDIAAZCARHT 7L — b %&1E
B L. CARDPERL & [AIFFIZCLHM O #5358 & T
EH5K51CL7,

#HI1528/2012DH 512 & 5 N bt ELIE DR 5
HEFY9E D BLHII2017/2010 29 H320174E-11H17H IEUE
MizAF N, 2018F6H7TH LI 722 & T
T DIEHEIE - 7= NI WAL Ol 28 B & 72 D |
EHICEREARS BRI EIC B ETTRENS,

BHUIC

EUDE R UV F 9 4 FOBHENIZ DN T
. WAWALRITHR A ERTHEDO L k> T &
720 BBV, BMARRE LS THD, WHWEZ LIS
E DOBHNZHE S 7> ZHERR L 25 6 KRR KGR Bz
BT a0 308 55, KL ZTDLS ¥
HO—Eh& EEFENTH 5, FEOEFKITH T,
EUBERTAR SN A MBI, RINEEZRPEFSA
RLECHAZ EWRITS B H 4 & v ZALEIZTIER T-i6
ZORHIAERENTE D, Zho b THMT
B0, R=UBROBKRT, TXRTEHENTTHZLIET
XD o7, CHL 2ROV, TR K]
JFXCE TR EMRTES L5, [FICH] oz
EU#TF—4~X—2 [EURLex] TOVY Vo %R L7:
DT, AR 2T IEER TS 3,
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