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Co-formulants/Non-active Substances Contained

in Plant Protection Products or Biocidal Products
in the European Union: Information Required on
Co-formulants/Non-active Substances and Impact

Sumika Technoservice Corporation
Regulatory Affairs & Chemical Safety Center
Hiroko HARADA
Mio Tatsu

on the Authorisation of Products

Mika Ota

Since an application for the approval of an Active Substance (AS) shall include a dossier on the AS together
with a dossier on at least one product, under both the Plant Protection Product (PPP) Directive 91/414/EEC and
the Biocidal Product (BP) Directive 98/8/EC, information on co-formulants/non-active substances contained in
products was required. Such information is also required under the PPP Regulation 1107/2009 and the BP
Regulation 528/2012. In this article, required information on co-formulants/non-active substances contained in
PPPs or BPs, impact on the authorisation of products that may be brought about by concerns related to the co-

formulants/non-active substances, efc. are summarised.

L BHIC

B4 (European Union: EU) Tid. BE¥SH
THA SN 28R TH 2 RS A (Plant Protec-
tion Product: PPP) @ LifilcBI4 24508 N CE IERE
S CHH XN A TH B854 94 FELE (Bio-
cidal Product: BP) @ _LifilcBid 2484 F T3 WM
B (Active Substance: AS) DOZKFEHIFEICIZRAIE—D
OBED F ¥ T (Dossier, HifHBERB L OF—4
Ny&—v)%MW%ﬁéhto%wtw PPP&
TTEBPIES FCHASKRHGERICE I AA S h
2 igh 5 (Coformulants) /A T(ﬁ ﬁ%'ﬁé (Non-active
substances) TE#AEN X N7z, ZHIZHICPPPIES
BP{E4 Z N Z HUTiE & ftb - 72 PPPHIHI T 5 K U'BP
HHIT T kT 5,

PPPHLHIT Tid, Fib)E I hEPr R G 8 5 1
DERE R OIS ) 2+ OB IR & %Lto
REPIIRGE B IZ B WA & s WAl & 7y ) 2 b
32021 E AR DB IEHHNC k- TaE S h, o
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28] (Authorisation) 1ZI3Z D) 2 Mgk X h T
WA S A GH L AW EBRRE L & 57,

BPHHI T Ti3. #SEUR
tion) MHIE X N7z,

PPPHIHIIR BPHIHINC #7212 D A h 7= #lE i
H. PPP¥ L < IZBP! Aﬁéhé%ﬁﬁbhﬂiﬁ}/ﬂﬁﬁ%
BHAT 2B FEN NI EE KITT LD
128572,

FEb7 7 7 - 22t Tid. REEUOPPP
RLBPDOASIKGR /KGR HIZ DT O HLHIE Wk A %
FhE L. U TIEBPOEURRMIZE LT & s %
FhiL T b, ASHKGR /KRB H RIS LB & 7 5 85,
RN B A 5. 243 2 Wil oy / ANEE IS DWW T
LHMMEL LA B TS, TOEME S LI
AFiTid. PPPXBPI Aﬁéhéﬁ%&ﬁ%?@ﬁ%
BOFRIEREHR & & 812, wHBIR S/ AW TEE 53
B4 3B eHEAERREIC RITTHEICE D S0
FEOB) X WS 5.

(Union Authorisa-
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EUDPPP/BPDASH:R/ AGEE# & LU RMAEIH
A RHMBEER CTCOMBIRS/FNEEWEICED 6
HE

1. PPP/BP#5% & PPP/BP#HEIT THORGERT &
BRI/ ANEMME (D DT

FEEST IO S B B T db 2PPPO EiliicBI4
564 91/414/EECV I, 199148 H19HIZCEUE#
(Official Journal: O]) A& X h7-, JEEESHT
i X285 TH 6BP@J:FHL5§T5 T8198/8/
EC?i%, 199844 F 24 H 1 ‘/A%é:hf:o PPPH& 4
TTEBPIEAFT éAsm%u’JEFl JIERIK—DDH
mD K TN EER e (i’én91/414/EEc¥6%
(2). 1E498/8/ECH115%(1) (a) (ii)) .

BUEERANE, JRANE U CASKRL IS ECH
N BRI GE A N E A AT U, AR ke &
Wi7z LCv 3 &l & Au s E N T O IRGE R Bl
H2Ra &2 (#HH91/414/EECEE4% (1) (@), 15
498/8/ECH55: (1) (a)) .

PPP{§4791/414/EECIZ. 2009411 H24 HiZOJiZ A
% X 7-PPPHI1107/2009% T, BP5498/8/ECiZ
20124F-6 F 27 HIZOJIZ A% X I 7= BPAHI528/20129 12
IDBEEMZ NN, ZThEDOH LI FTEAS
TKRHGES IR DO OB O N T AYMETH B
(BHI1107/2009288%% (1) (c) . ABiHI528/20125565 (1)
(b))

PPP{HI1107/2009 F Tid, HL5EE A2 L C &N
WHE T ORI FADHNZ XK (zone) TOFADBIE

(55354, %5365%) AW 7-IEA Lz, ZORXIMER
. B, KWEE (plant health) RERBESAFAMHE
HnXIKTIE, & A MEETRA X i, AR
AR & A NIEETORA A2 EET 2L DTH 5,

PPP#IHI1107/2009 F Tid. #SICHEAEBER SN
il s> (Unacceptable Co-formulants) (2R84
BHE (BE274) dHICEAINE, ZHhizkD
MR BN PPPIC S A el E L WAlEIE 4y D )
xb@%ﬁ@ﬂ%éﬂt(%m%(n

BP#{HI528/2012 I ik, Hl5haan AR DRE
(55415%) %#H72IEAL =,

F ZEUSN & TR O FH S F L L T B
WA, PEBRKEUE  (Exclusion criteria) (23499 3 AS
G & BLSASE (Product Type: PT) #3PT14, 15,
17, 20k K U210 B % B Tid. EURRATHIGEE 23 7]
REL L., EURRWATHE & 2 2 MG H 2 B (55424
(1) &htz,

HASE DLl L&A T 2 541320134R9H1H (BP
KA@M H) 2 5 8REURWR 5L Shiz,
EHASHIEAFASD ADYEE, EUGRW ARE L & 5
BRAG XSRS CRRE S, Zh % Table 112787,

BP#{HI528/2012 F T @w%ﬂ@%équUE ALY
2018/125891= & 0 2018F9H21 HIZOJiz A& S h 7z,
HAI2018/1258 DI TR PEMIE 2B L T 1348
WX T r o722, [ U20184F9H21H IZ0JIC
AR I N BB EURTHIHI2018/126191213. tlEE
hiZTable 2 TR & S ICAEUEICET 2 15H S
BikchTtna,

LEUCIENM Three different stages depending on the PT in which Union Authorisation will be available for BPs con-

taining only existing ASs

‘When Union Authorisation PT PT
will be available number
1 Human hygiene
3 Veterinary hygiene
From 1 September 2013 4 Food and feed area
5 Drinking water
18 Insecticides, acaricides and products to control other arthropods
19 Repellents and attractants
2 Disinfectants and algaecides not intended for direct application to humans or animals
From 1 January 2017 6 Preservatives for products during storage
13 Working or cutting fluid preservatives
Film preservatives
Wood preservatives
9 Fibre, leather, rubber and polymerised materials preservatives
10 Construction material preservatives
From 1 January 2020 . . - .
11 Preservatives for liquid-cooling and processing systems
12 Slimicides
16 Molluscicides, vermicides and products to control other invertebrates
22 Embalming and taxidermist fluids

46  Copyright © 2022 Sumitomo Chemical Co., Ltd.

fFRIEFE 2022



FoES (EV) (ICH(T 2REMRERG/ /N F V1 FRIRICEFT S h 2 HBIR S/ NatEwE

—RHBERER EBMEIICRIFTHE—

LW Qualitative and quantitative information on the composition of the BP family Hypred's iodine based products
indicated in Part I, Point 2.1 of the Annex to the Union Authorisation Regulation 2018/1261

Content (%)

Common name TUPAC name Function CAS number EC number -
Min Max
. L Active
Todine (not indicated) 7553-56-2 231-442-4 0.25 2.5
substance
Alcohols, C12-14, Poly (oxy-1,2-ethanediyl),

ethoxylated (11 mol EO  -C12-14- (even numbered)-  Non-active substance 68439-50-9

average molar ratio) alkyl-hydroxy

(not indicated) 2.697 24.199

BPHIAI T T, fiZaen T &g (Eligibility
for the simplified authorisation procedure) (ZF8¢
DHUE (55255 & Hi/zICEAI N,

fii Zr el il Tfc & DERKEMZ, Table 3158 L 72 1
DOFHETIHNUTEI L THD, HRITEHEALEAS
A BPHHIS528/2012 R FHNEKAS, D D& &4
BOWETHBZENRUDOFHETH S, 2HHDS
IS WENGHE SR ThaEnWZ &, D DA
WELEZELECRNVIETH B Z LAEMFICE S,

2HHDOGMIZ B 2 BESITFEN T 5 DI 2 & Hik
FNZRTREIZ R Y 72 5 s, )OS0 bt
IGHASIC I3 Table 4I/R T FHBBEEZEC S 8D L
LORINTND (5285(2) DT, AEMEWEIC
BAL T NS A FHICHA LS LEL6N5,

BPIHI528/2012 F ¢, PPPHIHI1107/2009F i
NI D TEEICERPER S e W RiBI S O
D2 M BEELEWZ, NEEYEIESE4
CBWHIETH 55 E D I3l vl 88 o BRI X
hbZ&iiikb,

2. PPP/BP#% &£ PPP/BP3REIT TOHEEIR /A
EMMEICREY S IRHEKEEHR
ﬁﬂbﬁk Gy AEEPE O #iE. PPP/BPO B
TS F Y 2o F — 2 #K (Requirements)
qq@fﬁﬁ o> THFEO P ICHD TR S 5,
BRI D B85 6 5 & Tk (Farm to Fork Strate-
ay) DA H IS MEE WS DLW FIAS F it 2 8w

¥ % 729 IZPPPHAINL07/2009 % & OV % O B BHI T
TRAED A BAER S % BUHINC Kl 2 G & % 0 A B IE
FAI G ERIR & e, FRIR & 7z B BN I3 85

RT3 Py T 0F— 2 ERICET B BIEM
Hlg&ENh TS,

AR CERBEMASEA BB L T3 WICEH
SN BB /AT E O S EORTERIZ B %
FLEUTEIE L, (L BEASEA RIS AR S h A4
By / AT OFE H EERS i 2 dhoisidk R 5,

PPPH54 Ot FH A I3 LA B AS & A PPPO#L
AR IR T B Py 2 F — 2 ER AR T 5 Z &
127 > T2, PPPHR491/414/EECO O] A
FURIEH ORED ADEIK 72, BREH O F#Eh

AL AS & A B IZ &A & N A ik sy / At
WEIZBET A ERD D - =-DiF. EEORE—M (Iden-
tity) & BB OFMERETH - 72, 19944E7H29H 12

IZAR SN BIERES94/37/ECYIZ K > THIE D
] — PR BRI 75 Wﬁﬁi‘PPP%bA@ Bt Jeg 2 TTIA Point 1
IZERGE XN, 1994412 H31H IO AR S h =B IE
FEH94/79/ECOZ & - f@nnwﬂr AR O HLAKIY 7
N A3 PPPAR 4 OBt 2ETIA Point 712 3% o7z,

B OAMBICE L Tk, EeREH o RERIZ(b
FUVBASEH B GG SN AR S/ AT
BB B W 2 R i3 e A 5 7248, 19964E8 H23 H

IZAE XN BIEE796/46/ECIOIC & THIN,

Do MBS % HAkW t%kw/eﬁrPPP#a @Fﬁﬁ

1T A Point 5IZ3%E X M7z, BRI WG48

LR Conditions, if all of which are met, BP is eligible for the Simplified Authorisation procedure according to Arti-
cle 25 of the BP Regulation 528/2012, and an application for authorisation may be made under a Simplified

Authorisation procedure

Point Condition

(a) All the ASs contained in the BP appear in Annex I and satisfy any restriction specified in that Annex.
(b) The BP does not contain any substance of concern.

(© The BP does not contain any nanomaterials.

d) The BP is sufficiently effective.

(e) The handling of the BP and its intended use do not require personal protective equipment.

fFRiLE 2022
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LI Conditions according to which ASs are considered to give rise to concern and cannot be included in Annex

I to the BP Regulation 528/2012

Point Condition

(@ ASs meet the criteria for classification according to the CLP Regulation 1272/2008 as:

-explosive/highly flammable,

-organic peroxide,

-acutely toxic of category 1, 2 or 3,
-corrosive of category 1A, 1B or 1C,
-respiratory sensitiser,

-skin sensitiser,

-germ cell mutagen of category 1 or 2;
-carcinogen of category 1 or 2,

-human reproductive toxicant of category 1 or 2 or with effects on or via lactation,

-specific target organ toxicant by single or repeated exposure, or

-toxic to aquatic life of acute category 1.

(b) ASs fulfil any of the substitution criteria set out in Article 10(1) ’An AS shall be considered a candidate for substitution if any of

the following conditions are met:

(a) it meets at least one of the exclusion criteria listed in Article 5(1) but may be approved in accordance with Article 5(2);

(b) it meets the criteria to be classified, in accordance with the CLP Regulation, as a respiratory sensitiser;

(c) its acceptable daily intake, acute reference dose or acceptable operator exposure level, as appropriate, is significantly lower

than those of the majority of approved ASs for the same PT and use scenario;
(d) it meets two of the criteria for being PBT in accordance with Annex XIII to REACH;
(e) there are reasons for concern linked to the nature of the critical effects which, in combination with the use patterns,

amount to use that could still cause concern, such as high potential of risk to groundwater, even with very restrictive risk

management measures;or

(f) it contains a significant proportion of non-active isomers or impurities.’

(© ASs have neurotoxic or immunotoxic properties.

ASs also give rise to concern, even if none of the specific criteria in points (a) to (c) are met, where a level of concern equivalent

to that arising from points (a) to (c) can be reasonably demonstrated based on reliable information.

DB ST & U < 3l B o3 D MR 53 D S5 A vk
B E 5T 5,

BP$54598/8/EC I TIZ i@ HIIBIZAL A PI'EASE
ABPOEGERMIZIREM T2 F P 2D FEHE (Core)
7 — 2 BRIEE N EK Tz, BPRES98/8/EC
OIET CIZERIHE OXRB D ADIBHEZ - 72 5,
20004F-10 A DAS & BPOF — 2 BESRIZBE§ 5 54 &~
ZW T AR s NEDRE S iz,

Table 5T/ & 5 (ZHEBIR 53 / AN EE Y E D2
TREHRIZE L Cid, PPPEBPTZHUZE K& M
B0,

NSy /AN TR E OTUPAC/CA%. SIS D&
i, fads. CAS/ECH 5. fint/indA., #neld. PPP/
BPEH ISy /AN E @I Bk S Tn B,

BPIZ & A O ARWEEYEIZ D0 TiE, 196748116
HIZONZ AR SN EMR A WE O 5 RN R ig =
(Dangerous Substances Directive: DSD,DS$&47)
67/548/EECIZHE » - AW AN TR S h T 5,

19934F-8 H31H IZOJIZ AR S N - B IE 5 593/71/
EEC™IZ & ) PPPH5 1591/414/EECH} )& 211D I3 G
(Introduction) NE XA 5z, THIZXDH LKL
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WA Sh7BE TR, PPPO#BIR /2%t L CPPPAR
AMEETA TP EASO IR ERIEH & UTHE
ENERPER SN D503 H 5 L OME L. R
BT OBEIT BT, RN RS S5 h0
¥ & O AR ISR T2 e i < Al B o (2B L BRI oD i
T (Competent Authority) (ZHEH R T0 514
WaEETHRET 2 L OBEMEA X,

o dL[El{fA¥: (Community Legislation) 12ft->T%
DU Sy A b, B DR, S5 S L <3k
eSS 2SEF R ST

* DSIE467/548/EECIZHE 5 72 BT — & ¥ — b
(Safety Data Sheet: SDS) il 312 DWW
HEhTns

FEDE T /AT PEELIZ B § % 3 #rikid. PPPCI

PR XN 22 IGA T, BP IS /B me i B
LEa¥/z ORHMIZE L TASOF — 2 THIE S A
TOEVBAICHEIIL T, & L IEFREPTO 4 4
B2 2> TRIEDESRE N S,

BT — 2 1&. PPP/BPIIZH#ME CERITH 23 AL

T30, WHEICEHTHESS 5.
ARERE T — 213, BP I RETE M CHESRIEE &
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UTCIHET 508, PPPCI3ERER M COBREH 237
EL 0,

Table 6 C/R3 & 9 ICPPPORBH /T IZBI$ 5 Atk

F—g LAEREEET - 213, TOMOBERE &I

[ASHKGEH DA FY T e F Y TEHOMER &2
WA &y 2 & HUE W TRIR O 4 O BRCH
(Individual Documents Required) T & % Document
GIE LTI T2 2 & ahi,

HHBIEC oy A B, Bk, SR S L <3 ekE&
HIZHEHZFF T X T B2 E 9 » O PR iIZDocu-
ment G, SDSIEZDocument H& U THEH, Z Dfthd {7
19 3l /B 7 — 2 138k i Document 1 &
LTHRINT 5 EREI N,

i Bh K 53 DD SHE4r67/548/ EECIZ it - 72 43 JHIid M
HSDSHIZHIkEh b, T, SDSEML THE
PG HRAR T2 2 L2k 5,

PPP{§491/414/EECi%. PPP#{HI1107/2009 (< &
DEZZ 5Nz,

PPP1E1791/414/EECIHIE & TRE O RLE X, PPP
HiHI1107/20090 %5 H (OJAZKHD20H%) Th S
20094E12 H14H22 51847 H INIZBRINZE B 2 (Europe-
an Commission) 2 & O ERR & 15 B DL SGEIZHE
145 Z L1250, PPPOFR M BRI MBI % HiE
&, PPPDOF — 4 Hk#IHI (Regulation on data require-
ments for PPPs) & U TC20114E6 H14 H & TIZERIRG
52 &Il o7 (BAI107/200955845% (). 20114F

LELIEEN  Information on co-formulants/non-active substances required under the PPP Directive 91/414/EEC or the

BP Directive 98/8/EC for the authorisation of products containing chemical ASs

Information

PPP Directive 91/414/EEC

BP Directive 98/8/EC

Content in the product

Annex IIIA 1.4.1*!

Annex IIB 2.2/GD*5 Annex IIB 2.2

Chemical name as given in Annex I to
DSD

Annex IIIA 1.4.3 (if included in DSD) *!

(not indicated)

TUPAC/CA nomenclature

Annex II1A 1.4.3 (if not included in DSD) *!

Annex IIB 2.2/GD*° Annex IIB 2.2

Structure/Structural formula

Annex ITIA 1.4.3*1

Annex IIB 2.2/GD*° Annex IIB 2.2

EC (EINECS/ELINCS) number

Annex II1A 1.4.3*!

Annex IIB 2.2/GD*5 Annex IIB 2.2

CAS number

Annex II1A 1.4.3*!

Annex IIB 2.2/GD*5 Annex IIB 2.2

Annex IIIA 1.4.3 (where the information

Annex IIB 2.2/GD*° Annex IIB 2.2 (if a

Specificati

pecilication provided does not fully identify a formulant)*!  non-active ingredient is a preparation)
Trade name Annex IIIA 1.4.3 (where they exist) *1 Annex IIB 2.2/GD*5 Annex IIB 2.2
Function Annex IIIA 1.4.4*! Annex IIB 2.2/GD*5 Annex IIB 2.2

Classification (hazard classification)

(not required by Annex IITA 1.4.3", but hazard
classification is indicated in the SDS submitted

as Document H)

Annex IIB 2.2/GD*5 Annex IIB 2.2
(according to DSD/according to DPD if a
non-active ingredient is a preparation)

Methods for the determination of
co-formulants or components of
co-formulants/additives

Annex IIIA 5.1.2 (if required) *2

Annex IIB 4.2/GD*> Annex IIB 4.2
(toxicologically and ecotoxicologically relevant
components only)

Whether the substance is permitted in
food, animal feeding stuffs, medicines or
cosmetics

Document G*3

(no requirement)

Available toxicological data/information

Annex IIIA 7.4*4

Document I (where requested) *3

Annex IIB 6.5/GD*° Annex IIB 6.5

Safety data sheet (SDS)

Annex IIIA 7.4*4
Document H*3

(not required by Annex IIB 6.5 or 7.3, but
information from the SDS is to be submitted as
available toxicological/ecotoxicological
data/information)

Available ecotoxicological
data/information

Document I (where requested) *3

(not required by Annex IIIA, but ecological
information is indicated in the SDS submitted
as Document H)

Annex IIB 7.3/GD*> Annex IIB 7.3.1

DSD: Dangerous Substances Directive 67/548/EEC DPD: Dangerous Preparations Directive 88/379/EEC amended by 1999/45/EC

GD: Guidance Document

*1: Details of the required information introduced by the Amendment Directive 94/37/EC
*2: Details of the required information introduced by the Amendment Directive 94/46/EC
*3: Requirement introduced by the Amendment Directive 93/71/EEC, and complemented by European Commission Document 1663/VI/94
*4: Details of the required information introduced by the Amendment Directive 94/79/EC
*5: Details of the required information complemented by the Guidance Document

fFRiLE 2022
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LGNS Information on co-formulants required under the PPP Directive 91/414/EEC, as amended by the Amend-
ment Directive 93/71/EEC, and complemented by European Commission Document 1663/V1/94 for the

authorisation of products containing chemical ASs

Directive 91/414/EEC as amended by

Informati
frormation Directive 93/71/EEC

Document 1663/VI1/94*

Annex III Introduction 4: The use of the

Whether the substance is permitted in

Document G: A statement as to whether the

formulant is permitted in food, animal feeding  substance is permitted in food, animal feeding

food, animal feeding stuffs, medicines or

stuffs, medicines or cosmetics in accordance stuffs, medicines or cosmetics in accordance

cosmetics . . L . . o
with Community legislation with Community legislation
Annex III Introduction 4: An SDS has been .
. . Document H: A copy of the SDS prepared in
Safety data sheet (SDS) submitted for the co-formulant in accordance

with the DSD 67/548/EEC

accordance with the DSD 67/548/EEC

Other available toxicological and Lo
. (not indicated)
environmental data

Document I: Where requested, other available
toxicological and environmental data

*: Document 1663/VI/94 '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'

6H11HIZ0JIZ A% & L 72PPPOD 7 — & BRI
545/2011' T3 PPP#§4791/414/EEC @B 2 111D PPP
OB RMICIHEMT 2 F Y 2O F - 2 BRONE %
FHEN AL 55 EHRNTN S,

BAEORIZHGERA B L 7 — & BUREUHI & & 1E
¥ 5 BUE (BLHIT1107/200955785 (1) (b)) 12 A€W,
PPP®D 7 — & BRHLAI545/20111320134F-4 H3H 120]J
IZAR EN7ZPPPO 7 — 4 TR HIHI284/201316) 12 &
DEZI 5Nz,

PPP®D 7 — 4 BRHMIHI545/2011 5 PPPOD 7 — 4 K
HiH284/20131C K D EZ A SN 7% TE Table 7T
AN &S IZPPPICE&H S B AR o 1S4 2 FR i B
SRIEMICBL TR 2 NIFERE AET I A - 72 h
=B OB §%. G-, 20Tk L OHIFE (Registration,
Evaluation, Authorisation and Restriction of Chemi-
cals: REACH) H#iHI1907/20061725315:(24¢ - 72SDS
Ot I L USDSIZEOEURHINZAHE - CTIEEEEHT L
X s o kngiE, Ipiah Tida < EEREHEH
12, ALEPEASE A B IR ERIE E 1.4.3902 8T
BHMR L Iz,

L2 Lans, [AST — & BRHHI283/2013 & PPP
7 — & FRHIHI284/2013125E > T DAL FE B AS KRR
FRGBHEHT ¥ B A £ ¥ 2 19T ¢ Document G-I
NRIELELLTEZOE AL TH D, il
DSDSIE F ¥ TdDDocument HE LTI & h 5,

BPE#98/8/ECIZ. BPHiHI528/20121 & U & %
Zbhiz,

BP54798/8/ECH} ) EHIIB T i E DL A YI'EASE
ABPOBEEGEAICIM T 5 F ¥ T FET — 2 ZR
HH O#LE I ZBPHIHIS28/201 2/ JE 2111 Title 11245 X
WE23 7z, BPRHI528/2012FfE 2111 Title 1 TIXBPH5
498/8/ECH g H1IB T a% & DL FWEASE HBPD

50 Copyright © 2022 Sumitomo Chemical Co., Ltd.

F¥F— 44y b+ (Core Data Set) & /g HIIB T¥
EOEN (Additional) F—4&t v bR LCEIZK L
T3, BRESRIHH OREMIZ. Table 8T/ &5
2B O Vol LIV CPart AT & % 15 %K (Informa-
tion Requirements) #4534 3MUDODH 4 & 2|
BiiEh s,

BPIZEADOAEEYEICE RSN A HWRICBIL T
. FHUFERZ AETH I 0, (LEWEICA G &
N B HHER = HE L T 72DSTE467/548/EEC
2008%F-12 H31 HIZONIZ A% S h 7= /3R a% (Clas-
sification, Labelling and Packaging: CLP) #iH]1272/
2008k DE XA SN0, HFHFIRRE /N
FIOFHETFENET I NI,

CLPHIHIF T, 58365 (1) (ZBUE O FE5 7
T3 —DORMEA 72 THE L PPPE L < IZBPDAS
(BLHII1272/200855365% (2)) 13, JHHI & L CEUFA
7fEZ~ (Harmonised Classifications and Labelling:
CLH) D58 TH 5, PPPE L < IZBPDAST W)
B AHEH365 (1) THUE DA FME LS O F F 541
A7z AR, HEIR L L CCLHER A O 4%
NdbdIELERWLZEY MBI N5E
WCCLHRREIZr — 2 - N A - r =2 CHfishs (B
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)2 N OFESBE XN, ZTDY 2 ME20214E3 A DERBEICEI XN B, D72 PPPRHI1107/2009
4HIZOJIZ AR I N2 BIERIHI2021/3832012 & 0 7% Bt JEB ST C B 52 D ASTK 78 Sk ¥ rf O Point 3.6.2, 3.6.3,
Ehiz, 3.6.4, 3.6.5, 3.7, 3.8.2, 3.101Z H/3 0 | Py KLt 13 B 12

R 7 IZAS & & G ICBE RIS ER S I GEDPERI N & RE S 5B i

LG EWA Information on co-formulants required under the PPP Directive 91/414/EEC and under the PPP Regula-
tion 1107/2009 (data requirements for PPP are set by the PPP Data Requirement Regulation 284/2013)
for the authorisation of products containing chemical ASs

Information PPP Directive 91/414/EEC PPP Regulation 1107/2009
Content in the product Annex I11A 1.4.1*1 Annex Part A 1.4.1*°

Chemical name as given in Annex I to

Annex IIIA 1.4.3 (if included in DSD)*! Annex Part A 1.4.3 (where possible) *>
DSD/Part 3 of Annex VIto CLP Reg
TUPAC/CA nomenclature Annex IIIA 1.4.3 (if not included in DSD) *! Annex Part A 1.4.3 (if not included in CLP Reg) *®
Structure/Structural formula Annex II1A 1.4.3*1 Annex Part A 1.4.3*5
EC (EINECS/ELINCS) number Annex I1IA 1.4.3*1 Annex Part A 1.4.3 (where exist) *°
CAS number Annex IITIA 1.4.3*1 Annex Part A 1.4.3 (where exist) *®
Specification Annex IIIA 1.4.3 (where the information Annex Part A 1.4.3 (where the information
provided does not fully identify a formulant)*!  provided does not fully identify the co-formulant) *>
Trade name Annex IIIA 1.4.3 (where they exist) *1 Annex Part A 1.4.3 (where available) *>
Function Annex II1A 1.4.4*1 Annex Part A 1.4.3*5
(not required by Annex IIIA 1.4.3"%, but hazard (not required by Annex Part A 1.4.3"5, but hazard
Classification (hazard classification) classification is indicated in the SDS submitted classification is indicated in the SDS submitted as
as Document H) Document H)

Methods for the determination of

. . Annex Part A 5.1.1 (where required by the
co-formulants or components of Annex IIIA 5.1.2 (if required) *2

national competent authorities) *>
co-formulants

Whether the substance is permitted in

food, animal feeding stuffs, medicines or ~ Document G*3 Document G*6
cosmetics
Awvailable toxicological data/information Annex IlIA 7474 Annex Part A7.4%
Document I (where requested)*3 Document I (where requested) *6
Annex Part A 1.4.3*5
Safety data sheet (SDS) Annex [lA 7474 Annex Part A 7.4*5

Document H*3
Document H*6

Document I (where requested)*3 Document I (where requested)*6
Available ecotoxicological (not required by Annex IIIA, but ecological (not required by Annex Part A™, but ecological
data/information information is indicated in the SDS submitted  information is indicated in the SDS submitted as
as Document H) Document H)

DSD: Dangerous Substances Directive 67/548/EEC CLP Reg: Classification, Labelling and Packaging Regulation 1272/2008

*1: Details of the required information introduced by the Amendment Directive 94/37/EC

*2: Details of the required information introduced by the Amendment Directive 94/46/EC

*3: Requirement introduced by the Amendment Directive 93/71/EEC, and complemented by European Commission Document 1663/VI/94
*4: Details of the required information introduced by the Amendment Directive 94/79/EC

*5: Requirement set out by the PPP Data Requirement Regulation 284/2013

*6: Documents to be included in a submission according to the Dossier Preparation Guidance Document SANCO/10181/2013

LECIEXN ECHA Guidances that describe how to fulfil the information requirements set by the BP Regulation 528,/2012

Vol. number Part(s) covered Title of Guidance
Identity of the active substance/physico-chemical properties/analytical methodology — Information
Volume I Parts A+B+C K .
Requirements, Evaluation and Assessment
Volume II Part A Efficacy - Information Requirements
Volume III Part A Human health - Information Requirements
Volume IV Part A Environment - Information Requirements
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LELI NN Criteria provided for in points of Annex II to the PPP Regulation 1107/2009 that are relevant to identify

unacceptable co-formulants

Point Concern Criteria for the approval of ASs
3.6.2 Mutagenicity Not to be classified as mutagen category 1A or 1B*
3.6.3 Carcinogenicity Not to be classified as carcinogen category 1A or 1B#*!
3.6.4* Reproductive toxicity Not to be classified as toxic for reproduction category 1A or 1B#*1
X . . . Not considered to have endocrine disrupting properties that may cause adverse
3.6.5* Endocrine disrupting properties for humans K
effects in humans**!
Not considered to be a persistent organic pollutant (POP)*
Fate and behaviour in the environment - POP, . P . g P . ( ) .
3.7 Not considered to be a persistent, bioaccumulative and toxic (PBT) substance?

PBT, vPvB

Not considered to be a very persistent and very bioaccumulative substance (vPvB)*

Endocrine disrupting properties for

Not considered to have endocrine disrupting properties that may cause adverse

3.8.2*
non-target organisms effects on non-target organisms**2
Predicted concentration of the AS or of metabolites, degradation or reaction
3.10 Fate and behaviour concerning groundwater ~ products in groundwater complies with the respective criteria of the uniform

principles

+: According to Article 4(7), an AS may be approved for a limited period necessary to control a serious danger to plant health which cannot be

contained by other available means but not exceeding five years even if it does not satisfy the criteria set out in points 3.6.3, 3.6.4, 3.6.5 or

3.8.2 of Annex II, provided that the use of the AS is subject to risk mitigation measures to ensure that exposure of humans and the

environment is minimised.

#: So-called ‘Cut-off’ criteria. According to Article 4(1), the assessment of the AS shall first establish whether the approval criteria set out in
points 3.6.2 to 3.6.4 and 3.7 of Annex II are satisfied. If these criteria are satisfied, the assessment shall continue to establish whether the

other approval criteria set out in points 2 and 3 of Annex II are satisfied.

*1: Unless the exposure of humans to that AS in a PPP, under realistic proposed conditions of use, is negligible, that is, the PPP is used in

closed systems or in other conditions excluding contact with humans and where residues of the AS concerned on food and feed do not
exceed the default value set in accordance with Article 18(1) (b) of the MRL Regulation 396/2005
*2: Unless the exposure of non-target organisms to that AS in a PPP under realistic proposed conditions of use is negligible

TEH LI/,

Table 9IZBEIZEA M EGE S ML WA 5y O Ff
IS 5 & EN7ZASHKRIEHE AR T,

FECDOASHKGIIEHE BRI L 72 & 2 B T 2 WE D
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MZIPGER X I 7='EE. CLPRAII1272/2008. REACH
#iHI11907/2006%° € DDA TEEWEIZRE Y »
INEN Tz, Table 10(ZPPPRHIM R EIIID ) 2 b
VI S 7RI B D B & L AR 2 I 2R §.

PPPHLAIRE IO U 2 b IZIE & 7z i Bh o3
&, PPPHIUCHHDFFAE ST 2 IO 3 i
A LT ET 525808501485, 207D, 5%
A PPPH OGRS & A WK 1 4 O & fid,
)7 53 i T OFATRI BRI & 0 B O BRAE 35 E X
NTOLVRD, BXE TS 2 A0 & L TRFE
ENBITiE. 01%w/wk DK< AL A S 50, 72
72 UBHER G % FE 08 AN /28 S / B L B L T
CLPH#LHI1272/2008F B 2 VIIZ G & 72 FE D iR
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O,

& 1IEALHII2021/3831%, OJ A% H20214-3 4 H D20
H#%Tdh 220214E3 H24 HIZHZI L 72 (3855%) .
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LELIENRIN  Concerns of the substances, other than those related to the criteria provided for in Points of Annex II to the
PPP Regulation 1107/2009, which also are relevant to identify unacceptable co-formulants to be included in
Annex III to the PPP Regulation 1107/2009 amended by the Amendment Regulation 2021/383

Concern

Substances to be included in the list of unacceptable co-formulants

Classification (hazard
classification and hazard
category)

Substances with a harmonised classification as carcinogens, category 1A or 1B, as mutagens, category 1A or 1B,
or as toxic to reproduction, category 1A or 1B, in accordance with Annex VI to the CLP Regulation 1272/2008

PBT/vPvB

Substances identified as PBT (persistent, bioaccumulative and toxic) or vPvB (very persistent and very
bioaccumulative) in accordance with points (d) and (e) of Article 57 of REACH

Endocrine disrupting

Substances of very high concern due to endocrine disrupting properties in accordance with point (f) of Article 57

properties of REACH or substances identified as endocrine disruptors under the BP Regulation 528/2012
POP Substances identified as POP (persistent organic pollutants) under the POP Regulation 2019/1021
Restrictions on use (Annex

( The use of substances is subject to restrictions under REACH as co-formulants in PPPs
XVII to REACH)

The use of polyethoxylated tallowamines (CAS number 61791-26-2) in PPPs containing glyphosate was prohibited
Prohibiti . by the Amendment of conditions of approval Regulation 2016/1313*!, as concerns were identified in relation to
rohibition of use
. the toxicity of polyethoxylated tallowamines and their potential to negatively affect human health
(Conditions of approval of

AS) (given that those concerns are due to the intrinsic properties of the substances concerned and are thus not
an

limited to formulated products containing glyphosate but are equally valid for formulated products containing
other ASs)

PHMB (1600; 1.8), CAS number 27083-27-8 and 32289-58-0, which were not approved for PTs1 (Human hygiene),
6 (Preservatives for products during storage) and 9 (Fibre, leather, rubber and polymerised materials
preservatives) by non-approval Decision 2016/109*2, and PHMB (1415; 4.7), CAS number 32289-58-0 and
1802181-67-4, which were not approved for PTs1, 5 (Drinking water) and 6 by non-approval Decision 2018/619*3,
due to unacceptable risks for human health and the environment

Not approved ASs for use in
BP

(their use as preservatives in PPPs would, therefore, lead to unacceptable effects on human health and the
environment)
*1: Commission Implementing Regulation (EU) 2016/1313 of 1 August 2016 amending Implementation Regulation (EU) No 540/2011 as
regards the conditions of approval of the active substance glyphosate

*2: Commission Implementing Decision (EU) 2016/109 of 27 January 2016 not to approve PHMB (1600; 1.8) as an existing active substance for
use in biocidal products for product-types 1, 6 and 9

*3: Commission Implementing Decision (EU) 2018/619 of 20 April 2018 not approving PHMB (1415; 4.7) as an existing active substance for
use in biocidal products of product-types 1, 5 and 6

LEUCIERAN Qualitative and quantitative information on the composition of the BP family ‘INSECTICIDES FOR
HOME USE’ indicated in Annex II to the Union Authorisation Regulation 2020/704

Content (%)

Common name TUPAC name Function CAS number EC number -

Min Max
Permethrin (not indicated) Active Substance 52645-53-1 258-067-9 0.177 0.177
S-Methoprene (not indicated) Active Substance 65733-16-6 (not indicated) 0.00225 0.00225
Propan-2-ol Propan-2-ol Non-active substance 67-63-0 200-661-7 3.33475 3.33475
n-butane n-butane Non-active substance 106-97-8 203-448-7 63.458 63.458
propane propane Non-active substance 74-98-6 200-827-9 16.271 16.271
isobutane isobutane Non-active substance 75-28-5 200-857-2 4.068 4.068
Nitromethane* Nitromethane** Non-active substance** 75-52-5** 200-876-6** *rk rxx

*: As regards the non-active substance nitromethane contained in the BP family INSECTICIDES FOR HOME USE’, it was not possible to
conclude whether it meets the scientific criteria for the determination of endocrine-disrupting properties set out in the BP ED Criteria Regulation
2017/2100 within the period for the evaluation of the application.

* %: This information is not indicated in Annex II to the Union Authorisation Regulation 2020/704.

* % %: No information
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