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Vorwort 

Für neue Wirkstoffe werden die EU-Mitgliedstaaten in den Richtlinien zur Aufnahme der 
Wirkstoffe in Anhang I verpflichtet, den nach Abschluss alier Prüfungen erstellten 
Beurteilungsbericht (Review Report) mit allen Anlagen (mit Ausnahme von vertraulichen 
Informationen im Sinne von Artikel 14 der Richtlinie 91/414/EWG} allen Interessierten zur 
Verfügung zu stellen oder auf besonderen Antrag zugänglich zu machen. Für alte Wirkstoffe 
ergibt sich diese Verpflichtung für die Mitgliedstaaten bereits aus Artikel 7 Absatz 6 Unterabsatz 
2 der Verordnung (EWG) Nr. 3600/92. 

Die Mitgliedstaaten und die Europäische Kommission haben vereinbart, dass die 
Beurteilungsberichte, einschließlich der zum Teil sehr umfangreichen Hintergrunddokumente, 
vorzugsweise beim berichterstattenden Mitgliedstaat angefordert oder eingesehen werden sollen. 

Die Biologische Bundesanstalt stellt die Beurteilungsberichte als Berichte aus der Biologischen 
Bundesanstalt für Land- und Forstwirtschaft als Band D in der Reihe "Rechtliche Regelungen 
der Europäischen Union zu Pflanzenschutzmitteln und deren Wirkstoffen" über den Saphir 
Verlag gegen Erstattung der Unkosten zur Verfügung. Das vorhegende 29. Heft dieser Reihe 
(Band D 29) enthält nicht die Hintergrunddokumente A, B und C des Beurteilungsberichtes. 
Diese können bei Bedarf bei der BBA eingesehen oder für die Wirkstoffe, für die Deutschland 
Berichterstatter ist, ebenfalls beim Saphir Verlag gegen Erstattung der Unkosten bezogen 
werden. Für Flupyrsulfuron-methyl war Frankreich Berichterstatter. 

In der Reihe "Rechtliche Regelungen der Europäischen Union zu Pflanzenschutzmitteln und 
deren Wirkstoffen" sind bisher erschienen: 

Heft Rechtliche Regelungen der Europäischen Union zu 
Pflanzenschutzmitteln und deren Wirkstoffen 

35/97 Band A: Richtlinie 91/414/EWG und diesbezügliche Protokolle 
(3. Auflage, Stand: 01. November 1997} 
wird zur Zeit bearbeitet 

68/2000 BandB: Verordnungen und Protokolle zur Wirkstoffprüfung 
(4. Auflage, Stand 01. Juli 2000) 
wird zur Zeit bearbeitet 

1BandC: wird zur Zeit bearbeitet I 



Preface 

According to the Directives for the inclusion of active substances in Annex I with regard to new 
active substances, EU-Member States are ob!iged to keep avai!able or make avai!able on special 
request the review report which is prepared after completion of all evaluations including its 
appendices (excluding confidential information, in accordance with article 14 of Directive 
91/414/EEC) to all interested parties. For existing active substance this obligation for Member 
States already arises from article 7 (6) subparagraph 2 of Regulation (EEC) No 3600/92. 

Member States and the European Commission agreed !hat requests of review reports including 
their background documents which are partly very voluminous, shall preferably be addressed to 
the Rapporteur Member State. 

The Federal Biological Research Centre makes available review reports as reports from the 
Federal Biological Research Centre for Agriculture and Forestry, Volume D of the series "Legal 
Regulations of the European Union for Plant Protection Products and their Active Substances" 
via Saphir Verlag against reimbursement of expenses. The present 29th report belonging to this 
series (Volume D 29) does not include background documents A, B and C of the review report. 
If the need arises, their inspection at the BBA is possible or they may be also obtained from 
Saphir Verlag against reimbursement of expenses, however, only for active substances with 
Germany as Rapporteur Member State. For flupyrsulfuron-methyl France acted as Rapporteur 
Member State. 

In the series Legal Regulations of the European Union for Plant Protection Products and their 
Active Substances the following Reports have been published: 

IReport Legal Regulations of the European Union for Plant Protection 
Products and their Active Suhstances 

35/97 Volume A: Directive 91/414/EEC and respective Protocols 
(3'd Edition, date: 1 November 1997) 

, in prof(ress 

168/200Ö Valurne B: Regulationsand Protocols regarding the Evaluation of 
Active Substances 

I ( 410 Edition, date: 1 July 2000) 

lvoJumeC: 

I 
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Bei Erlass dieser Vorschriften nehmen die Mitgliedstaaten in 
den Vorschriften selbst oder durch einen Hinweis bei der amtli­
chen Veröffentlichung auf diese Richtlinie Bezug. Die MitgHed­
staaten regeln die Einzelheiten der Bezugnahme. 

Artikel 3 

Hinsichdich der Beurteiiung der vorläufigen Zulassungen 
aufgrund des Be1.1rteilungsberichts und fur die Anwendung der 
einheitlichen Grundsätze von Anhang Vl der RicfltHnie 91/ 
414/FWG werden die vorlaüfigen Zulassungen jedoch wider­
rufen und gegebenenfalls bis zum 30. November 2002 durch 
eine voliwertige Zu~assung ersetzt. Bei Pflanzenschutzmitteln, 
die DPX KE 459 (Fiupyrs<~lfuron-MethyQ zusammen mit einem 
a.IJ.deren, noch nicht in Anhang I .aufgefühnen \Virkstoff 
enthalten, wird der vorgenannte Zeitraum allerdings insoweit 
verlängert, als die Vorschriften der Richtlinie über die Ände~ 
rung des Anhangs I der Rich'dinie 91/414jE\VG eine längere 
Umsetzungsfrist vorsehe-n, um den Wirkstoff in den Anhang 
aufzunehmen. 

Artikel 4 

Die Mitgliedstaaten steUen den Beurteilungsbericht für DPX KE 
459 (Flupyrsulfuron-Methyl) (mit Ausnahme von vertraulichen 
Informationen im Sinne des Artikels 14 der Richtlinie) allen 
Betroffenen zur Einsicht zur VerfUgung oder machen ihn g-ege­
benenfalls auf besonderen Antrag zugänglich. 

Artikel 5 

Diese FJchtlinie tritt am 1. .iuH 2001 in Kraft. 

A>tikel 6 

Diese Richtilnie ist an alle Mitgliedstaaten gerichtet, 

Brüssel, den 28. )uni 2001 

Für die Kommission 

David BYRNE 

Mitglied der Kommission 
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RICHTLINIE 2001/49/EG DER KOMMISSION 

vom 28. Jwri 2001 

zur Änderung des Anhangs I der Richtlinie 91/414/EWG des Rates über das lnverkehrbringen von 
Pflanzenschutzmitteln zur Aufuahme des Wirkstoffs DPX KE 459 (Flupyrsulfuron~Methyl) 

DIE KOMMISSION DER EUROPÄISCHEN GEMEJNSCHAFJ'S'> -

gestützt auf den Vertrag zur Gründung der Europäischen 
Gemeinschaft, 

getürzt auf die Richtlinie 91/414/EWG des Rates vom !5, Juli 
1991 über das Inverkehrbringen von Pflanzenschutzmitteln 0). 
zuletzt geänden durch die Richtlinie 2001/36/EG der Kommis~ 
sion (2), insbesondere auf Artikel 6 Absatz 1, 

in Erwägung nachstehender Gründe: 

(1) Die Behörden Frankreichs haben am 26. Oktober 1995 
gemiiß lmikel 6 Absatz 2 der Richtlinie 91/414/F#G 
(im Folgenden die ~Richtlinie genannt") einen Antrag 
von Du Pont de Nernours S.A.S. (,,der AntragsteHerJ auf 
Aufnahme des Wirkstoffs DPX KE 459 (Flupyrsu!furon~ 
rvfethyl) in Anhang I der Richtlinie erhalten. 

(2) Gemäß Artikel 6 Absatz 3 der Richtlinie wurde in der 
Entscheidung 97/164/EG der Kommission (3) bestätigt, 
dass die für Flupyrsulfuron-Methyl eigerekhten Unter~ 
lagen grundsätzlich die an die Daten und Informationen 
gestellten Anforderungen des Anhangs li bzw, für ein 
Pflanzenschutzmittel das diesen Wirkstoff enthält, dieje­
nigen des Anhangs JII der Richtlinie erfüllen. 

(l) 

(4) 

(5) 

Die Auswirkungen von Flupyrsu!furon-Methyl auf die 
menschliche Uild tierische Gesundheit und auf die 
Umwelt wurden von Frankreich in seiner Funktion als 
Bericht erstattender Mitgliedstaat gemäß Artikel 6 
Absätze 2 und 4 der Richtlinie fhr die von dem Antragw 
steiler vorges<:hlagenen Anwendungen geprüft. Frank­
reich hat der Kommission am 2. Dezember 1997 einen 
Entv.'tfrf des Bewertungsberichts über den Wirkstoff 
iibennittelt. 

Die Unterlagen und die aus der Prüfung von Flupyrsu1-
furon~Methy! hervorgegangenen Informationen wurden 
am 15. Juli 1999 auch dem Wissenschaftlichen 
Ausschuss "Pflanzen"' zur Stellungnahme vorgelegt. 
Djeser Ausschuss hat seine Stellungnahme am 20. 
November 2000 (') abgegeben. 

Die Bewertungen haben ergeben, dass davon ausge~ 
gangen werden kann, dass den Wirkstoff Flupyrsulfuron· 
Methyl enthaltende Pflanzenschmzmiuel im Allge­
meinen die Anforderungen gemäß Artikel 5 Absätze I 
und 3 der Richtlinie erfüllen, insbesondere hinsichtlich 
der geprüften und in den Beurteihmgsberichten der 
Kornmission behandelten Anwendungen. Daher sollte 
der Wirkstoff in Anhang I der Richtlinie aufgenommen 
werden, damit Pflanzenschutzmittd mit diesem \Virk-

(') ABL L 230 vom 19.8.1991, S, L 
(2) ABL l 164 vom 20.6.2001. S. L 
Pt ABL L 64- vom 5.3.i997. S. 7. 
(•} Stcl!un?.nahme des Wissenschaftlichen Arnscbusses ~Pflanzen~ zur 

Beurtehung von Flupyrsu.lfuron-Methyl im Rahmen der Rlchtlinie 
91/414fEVlG über das loverkehrbringen von Pfhmzensc...'Jutzmitteln. 
SCP/FlUPYR/002-fina! vom 1 L Dezember 2000. 

(6) 

stoff ln allen Mitgliedstaaten gemäß der Richtlinie zuge­
lassen werden können. 

Nach der Aufnahme ist den Mitgliedstaaten eine ange~ 
messene Frist einzuräumen, um die Bestimmungen 
dieser Richtlinie umzusetzen und insbesondere bereits 
bestehende vorläufige Zulassungen für Pflanzenschutz­
mittel, die Fbpyrsuifuron-Methyl enthalten, zu über­
p-.Ufen: diese ZulassungensoUren durch gemäß Artikel 4 
der Richtlinie 9lf414fEWG gewährte Zulassungen 
ersetzt werden. Für Pflanzenschutzmittel, die Fiupyrsul­
furon-Methyi und andere in Anhang 1 aufgeführte Wirk­
stoffe enthalten, kann auch eine längere Frist erforderlich 
sein. 

Der Beurteilungsbericht ist erforderlich für die ordnungs~ 
gemäße Umsetzung bestimmter Teile der einheitBeben 
Gmndsatze gemäg Anhang Vl der Richtlinie durch die 
Mitgliedstaaten, soweit sich diese Grundsätze auf die 
Bewertung der .A~gabe:n beziehen, die zwecks Aufnahme 
des \Virkstoff.s in Anhang I d\~r Richtlinie vorgelegt 
v:urden. Es ist vorzuschreiben, dass die Mitgliedstaaten 
den endgültigen Beurteilungsbericht {mir Ausnahme von 
vertraulichen Informationen im Sinne des Artikels 14 
der Richtlinie) allen Betroffenen zur Einsicht zur Verfü­
gung stellen oder :zugänglich machen. 

(8) 'Wird dieser Beurteilungsbericht aktuahslert, um den 
technischen und V.'issenschaftlicben Ennvicklungen 
Rechnung zu tragen, so müssen die Bedingungen für die 
Aufnahme von Fiupyrsulfuron-Methyl in Anhang I der 
Richtlinie möglicherv;ei:se auch nach dem in der JUcht­
linie festgelegten Verfahren geändert werden. 

(9) Die in dieser Ric.htlinie vorgesehenen Maßnahmen 
entsprechen der Stellungnahme des Sta:ndigen 
Ausschusses für Pfla:Jzenschutz vom 27, April 2001 -

HAT FOLGEl'fDE RJCH111N1E ERLASSEN: 

Artikel I 

Die Tabelle in Anhang I der Richtlinie 91{414/EWG wird geän~ 
dert, indem der Eintrag bezüglich DPX KE 459 (Flupyrsulfu:on~ 
Methyl} in den Anhang der vorliegenden Richtlinie aufge~ 
nommen wird. 

Artikel 2 

Die Mitgliedstaaten erlassen die erforderlichen Rechts- und 
Verwa!tungsvorschriften, um dieser Richtlinie bis spätestens 31. 
Dezember 2001 nachzukommen. Sie unterrichten die Kommis­
sion unverzüglich clavon. 



ANHANG 

IN OIE TABELLE IN ANHANG I DER RICiffiiNIE 91/414/EWG Aml:UNEHMENDER EINTRAG 

. 
Nr. Gebräuthlkhe Bczeidmung, lUPAC-Bezekhnung Rfinhe!t (!} lnkr<~fUreldl Aufnahme hefrislel bis Besondere Bedingungen Kemmummem 

-- ~-·-

.orx KE 459 (Fiupyn.ul- 2-(4,6-dimethoxypyrimidin~2-ylcarba- 90) g/kg l. Juli )001 30. Juni 2011 Nur Verwendungen nls Herbizid dürfen zugelasst'n 
f\lron-Methy» moylsulfamoyl)-6-trlfluoromethylnicotinat werden. 

CAS-Nr. 144740-54-.1 Mouonatritlmsalz 
Bei der Ems.<:heidungsfindung gemäR den cinheitll-

CIPAC-Nr. 577 then Gnmdsftt7.cn müsst'fi die MitgliedstaJH"-ll dem 
Gnmdwasserschutz besondere Aufmerksamkeit 
widmen. 

Der Eltmrteiiuugsberkht wurde vom Ständigen 
Ausschuss für l}Aanzenschutz am 27, April 2001 
abgeschlossen. 

"" 
{') Weitere F.in"telhcittm hinsidulich der ldentitiil und Spnifikation des Wirkstoffs sind den Seun.-ilungsberi<:hten für DPX KE 459 {Flupyrsulfuron-Mrthyl) \Dok. SO'iO/Vl/97) w entnchrrwn." 

"" "' "' ;._, 
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Vfhen Member Stares adopt those provisions, they shall 
contain a reference to this Direcrive or shaH be accompanied by 
such a reference on the occasion of their offidal publication. 
Member States shall determine bow such reference is to he 
rnade. 

Artide 3 

However, witb regard to the review of provisional author­
isations granred in the light of the x-view report and for the 
application of the Uniform Principles provided in Annex v1 to 
Directive 91 /4l4lEEC, the provisional authorisations shall be 
withdrawn and where appropriate, replaced by a full author­
isation by 30 November 2002. Howev-er for plant protection 
products containlng DPX KE 459 (flupyrsulfuron-methyl) 
together wirb another active substance not yet in Annex l, the 
period referred to above is extended to the extent that a Ionger 
imp]ementation period is provided for by the provisions laid 
down in the Directive amending Annex I to Directive 91i 
414}EEC to indude the other substance in the Annex. 

Arride 4 

Member States shall keep available the review repon for DPX 
KE 459 flupyrsulfuronmethyl {except for confidential infmma­
tion within the meaning of Artide 14 of the Dlrectlve) for 
consultarion by any interested parties or shall make it available 
to them on specific request. 

Arride 5 

This Directive shall enter into force on 1 July 2001, 

Arride 6 

This Diret:tive is addressed to the Member States. 

Done at Brussels, 28 June 2001. 

For the Commissiott 

David BYR.~'E 

,.\1ember of the Commission 
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COMMISSION DIRECTIVE 2001/49/EC 

of 28 June 2001 

amendmg Annex I to Council Direcrive 91/414/EEC concerning the placing of plant protection 
products on the marlm to inc!ude DPX KE 459 {flupyrsulfuron-methyl) as an active substance 

TP.E COl\.fl".flSS!ON OF THE EUROPE..A.N CO~flvf1JNmFs, 

Having regard to the Treaty establishing the European 
Commun!ty, 

Having rega~d to Council Directive 91/414jEEC of 15 July 
1991 conc:erning the placing of plant protection products on 
the market {1), as last amenderl by Commisston Directive 2001/ 
236/EC('), and in particular Article 6(1) thereof, 

\\,'hereas; 

(1) 

(3) 

(4) 

(5) 

ln accordance with Article 6(2) of Directive 91/414/EEC 
(hereinafter referred to as 'the Directive'} on 26 October 
1995 France received an applk:ation from Du Pont cle 
Nemours SAS, ('the a.ppücant') for the Indusion of the 
active substance DPX KE 459 (tlupyrsulfuron-methyl) in 
Annex I to the Directive. 

[n accordance with the provisions of Artide 6{3) of the 
Directive Commission Dedsion 97/164/EC (3) conduded 
that the dossier suhmitted for flupyrsulfuron~methyi 
could be considered as satisfying, in principle, the data 
and information requiremenL~ of Annex II, and for a 
plant protection product containing this active 
substance, of Annex ni to the Dlrective. 

Tne effects of llupyrsulfuron-methyl on human and 
animal health and the environment have been assessed 
by France, acting as nominared rapporteur Mernber 
State, in accordance with the provisions of Article 6(2) 
and (4) of the Directive, for rhe uses proposed by the 
applicant Fraoce submitted its draft assessment report 
conceming the substance to the: Commission on 2 
Docember 1997. 

The dossier and the infonnation from the review of 
flupyrsulfuron-methyl were also submitted to the 
Scientifk Committe-e on P1ants for opinion on 1 S July 
1999. This Committee gave its oplnion on 20 
November 2000 (-4-), 

Jn the light of these examinations, it appears that plant 
protection products containing flupyrsulfuron-mcthyl 
may be expected to satisfy, in general, the requirements 
laid down in Artide 5(1) and (3) of the Directive, in 
particular \Vith regard to the uses which were examined 
and detaiied in the Commission review rcports. It is 
therefore appropriate to indude it in Annex 1 to the 
Directive, in Order to ensure that in an Membe; Stares 

(') OJ L 230. 19.8.l991, p. !. 
(') OJ 1. 164, 20.6.2001. p. L 
(') Oj L 64, 5.).1997, p. 7. 
(') Opinion of the Sdentifit: Cornmittee on Plant:s. regarding the evalu:a· 

tion of tlupyrsulfuron~methyl in the context of Directive 9lj' 
4-14{EEC concemlng the placing of plant protection products on rhe 
market. SCPfFLUPYR/002, final dated 11 December 2000. 

(6) 

(7) 

(8) 

(9) 

planr protection products containing ir can be author~ 
ised in accordance with the Directive. 

After indusion, a reasonab!e period is necessary to 
pennit Member States to implement the provis;ons of 
this. Dire<tive and in particular to review, prov:isional 
authori.sations granted for plant protection products 
containing flupyrsulfuron~rnethyl, which should be 
replaced by authorisations granted under Article 4 of 
Directive 91/414/EEC. A Ionger period may also be 
required for plant protection products comaining flupyr­
sulfuron~methy! and orher active substances indud.ed in 
Annex L 

The review report is required for the proper im.ple­
mentation by the Member States, of several sections of 
tbe uniform principies laid down in Annex VI to the 
Directive whkh refer to the evaluation of the data which 
'\Vere 5ubmitted for the purpose of the indusion of the 
active s·ubstance in Annex I to the Directive. lt is appro­
priate to provide that the finalised review repon (except 
for conHdential infonnation in the meaning of Artide 
14 of the Directive) is kept available or made avaiiable 
by the Member States for consultation by any interested 
party. 

Should thJs review report be updated to take a\:co-.. .mt of 
technical and scientific developments, the <:ondltions for 
the indusion of flupyrsuifuron-methyi in Annex I to tbe 
Directive may also need to be amended in accordance 
with tbe procedure specified i>1 the Directive. 

The measures provided for in this Directive are in 
accordance v.ith the opinion of the Standing Committee 
on Plant Health ddivered on 27 April 2001, 

HAS ADO!'TEU THlS D!RECT!VEo 

Article 1 

The table in Annex Jro Directive 91J414/EEC shall be amended 
to include the entry in respoct of DPX KE 459 (flupyrsulfuron· 
methyl) set out in the Annex hereto. 

Artide 2 

Member States shaU bring lnto force the la.ws, reguiations and 
administrative provisions necessary to comply "-.;ith this 
Directive, at the latest by 31 December 2001. They shaH 
forth'tvith inform the corrtmission thereof. 



ANNEX 

ENTRY TO BE INSEltTED IN 11IE TABU IN ANNEX 1 TO DlRECTTVE 91/414/EEC 

~-'~ 

No 
Common ll<ime, IUPACname Purity \1) Emry into fruce Expir;~tinn of indusion identifkoOOn numbm 

'DPX KE 459 (flupyrsul- 2 -( 4, 6-dirnethoxypyrirnidin~ 2 ~ylcarba- 903 gfkg 1 July 200] 30 Jmll.' 2011 
furou-mcthyl) moyisulfamoyl)·6Arifluromethylnicotinate 

CA$ No 144740-54-5 monosodium salt 

CIPAC No 577 

.. 
f) further detail~ un idtmtity and spedfkalion of active substanom ,;m.• provided in the review report for DPX KE 459 (flupynulfuron-methyl) {S050/V1/97)". 

Spedfk pnwisions 

Only uses as a herbitide may be audwrlsed. 

In decision-making according tn the Uniform l'rinci-
ples Member States must pay particulilr attention to 
the protcctlon of groundwatcr. 

Date of Standing Comrnittee on Plant Health ar 
which thc review report was fina!ised: 27 April 200 l . 
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procedure laid dov.rn in Article 20 of the Directive, the Commission confirmed in its Decision 
97/164/EC 1 of l 7 February 1997 that these requirements were satisfied. 

Within lhe framewerk ofthat decision and with a view to the further organisation of the works 
related to the detailed exatnination of the dossier provided for in Article 6(2) and ( 4) of Directive 
9li414./EEC, it was agreed between the Member Staresand the Conunission that France would, 
as Rapporteur Member State, carry out the detailed examination of the dossier and report the 
conclusions of its examination accompanied by any recommendations on the inclusion or non­
inclusion and any conditions relating thereto, to the Commission as soon as possible and at the 
latest within a period of one year. 

France submitred to the Commission on 2 Decernber 1997 the report of its detailed scientific 
examination, hereafter referred to as the draft report, including, as required, a recommendation 
conceming the possible inclusion ofF1upyrsulfuron-methy in Annex I to the Directive. 

On receipt of the draft report, the Commission forwarded it for consultation to all the Member 
States on 9 December 1997 as well as to Du Pont de Nemours (France) SA being the sole 
applicant on 18 December 1997. 

The Commission organised further an intensive consultation of specialised scientific experts 
from a representative number of Member States, to review the draft report and the comments 
received thereon (peer review), in particular on each ofthe following disciplines: 

identity and physical/chemical properlies ; 
fate and behaviour in the environment ; 
ecotoxicology ; 
mammalian toxicology ; 
residues and analytical methods ; 
regulatory questions. 

The meetings for this consultation were organised on behalf of the Commission by the 
Biologische Bundesanstalt fiir Land und Forst:v.TI!schaft (BBA) in Braunschweig, Gen:nany, 
from March 1998 to July 1998. 

The report ofthe peer review (i.e. full report) was circu1ated, for further consultation, to Member 
States and the sole applicant on 23 September 1998. 

The dossier, draft report and the peer review report (i.e. full report) including in particular an 
outline resume of the rernaining tecbnical questions, were referred to the Stauding Committee on 
Plant Heallh, and specialised working groups of this Committee, for fmal examination, with 
participation of experts from the 15 Member States. This final examination took place from 
Decernber 1998 to Apri1200 I, and was finalised in the meeting of the Standing Committee on 27 
April200l. 

The present review report conrains the conclusions of this fmal examination; given the 
importance of lhe draft report, the peer review report (i.e. full report) and lhe comments and 

DPX Ia-4$9 (flupyrsuifumu-metlJyl)l QJ No L 64, 05.03J 997, p.17. 
2 Opinion oflhe scientific Committee on Plants regarding the inclusion ofDPX KE 459 (flupyrsulfuron-methyl) in 
Annex l to Council Directive 91/414/EEC conceming lhe placing ofplant protection products on lhe market 
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HEALTH & CONSUMER PROTECTION OIRECTORATE-GENERAL 

Directorate E- Food Safety: plant health, animal health and welfare, international questions 
E1 -Plant health 

flupyrsulfuron-methyl 

5050Nl/97-frnal 

7 November 2001 

COMMISSION WORKING DOCUMENT- DOES NOT NECESSARILY REPRESENT 
THE VIEWS OF THE COMMISSION SERVICES 

FINAL 

Review report for the active substance flupyrsulfuron-methyl 

Finalised in the Stauding Comrnittee on Plant Health at its meeting on 27 April 2001 in view 
ofthe inclusion offlupyrsulfuron-methyl in Annex I ofDirective 91/414/EEC. 

1. Procerlure followed for the evaluatiou process 

This review report has been established as a result of the evaluation of the new active substance 
DPX KE 459 (flupyrsulfuron-methyl), made in the context ofthe work provided for in Articles 
5 and 6 of Directive 91/414/EEC concerning the placing of plant protection products on the 
market, with a view to the possible inclusion of this substance in Annex I to the Directive. 

In accordance with the provisions of Article 6(2) ofDirective 91/414/EEC, the French authorities 
received on 26 October 1995 an application from DU PONT DE NEMOURS (France) SA, 
hereafter referred to as the app1icant, for the inclusion of the active substance Flupyrsulfuron­
methy in Annex I to the Directive. The French authorities indicated to the Comrnission on 22 
July 1996 the results of a frrst examination of the completeness of the dossier, with regard to the 
data and information requirements provided for in Annex !I and, for at least one plant protection 
product containing the active substance concerned, in Annex III to the Directive. Subsequently, 
andin accordance with the requirements of Article 6(2), a dossier on Flupyrsulfuron-methy was 
distributed to the Member States and the Comrnission. 

The Comrnission referred the dossier to the Stauding Comrnittee on Plant Health in the meeting 
of the working group 'legislation' thereof on 16 August 1996, during which the Member States 
confrrrned the receipt of the dossier. 

In accordance with the provisions of Article 6(3), which requires the confrrrnation at Community 
Ievel that the dossier is to be considered as satisfYing, in principle, the data and information 
requirements provided for in Annex II and, for at least one plant protection product containing 
the active substance concerned, in Annex III to the Directive and in accordance with the 
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clarifications submitred after the peer review as basic infonnation for the final examination 
process, these documents are considered respectively as background documents A, B and C to 
this review report and are part of it. 

These documents were also submitted to the Scientific Cornmittee for Plants for separate 
consultation on 15 July 1999. The report of this Cornmittee was formally adopted on 30 
November 20003. 

2. Purposes of this review report 

This review report, inciuding the background documents and appendices thereto, have been 
developed and fmalised in support of the Directive 2001!49/EC conceming the inclusion of 
flupyrsulfuron-methyl methyl in Annex l to Directive 91/414/EEC, and to assist the Member 
Stares in decisions on individual plant protection products containing flupyrsulfuron-methyl 
they have t0 take in accordance with the provisions of that Directive, and in particular the 
provisions of article 4(1) and the uniform principles laid dovm in Annex Vl 

This review report provides also for the evaluation required under Section A.2.(b) of the above 
mentioned unifonn principles, as well as under several specific sections of part B of these 
principles. In these sections it is provided that Member States, in evaluating applications and 
granting authorisations, shall take into account the information conceming the active substance 
in Annex II of the directive, submitted for the purpose of inclusion of the active substance in 
Annex I, as well as the resuJt ofthe evaluation ofthose data. 

In parallel v:ith the provisions of Article 7(6) of Regulation 3600192 for extstmg active 
substances, the Cornmission and lhe Member States will keep available or make available this 
review report for eonsultarion by any interested parties or will make it available to them on their 
specific request. Moreover the Cornmission 'Will send a copy of this review report (not including 
the background documents) to the applicant. 

The information in this review report is, at least partly, based on information which is 
confidential andlor protected under the provisions of Direetive 91/414/EEC. lt is therefore 
recommended that this review report would not be accepted to support any registration outside 
the context of Directive 91/414/EEC, e.g. in thlrd countries, for which the applicant has not 
demonstrated possession of regulatory access to the infonnation on which this review report is 
based, 

3. Overall conclusion in the context ofDirective 91/414/EEC 

The overall conclusion from the evaluation is that it may be expected that plant protection 
products containing Flupyrsulfuron-methy will fultil the safety requirements laid down in 
Article 5(l)(a) and (b) of Directive 91/414/EEC. This conclusion is however subject to 
compliance with the partiewar requirements in sections 4, 5, 6 and 7 of this report, as weil as to 
the implementation of the provisions of Article 4(l) and the uniform principles laid dovm in 
Annex VI ofDirective 91/414/EEC, for each Flupyrsulfuron-methy containing plant protection 
product for which Member States will grant or review the authorisation. 

3 Opinion ofthe scientific Commiltee on Plants regarding the inclusion ofDPX KE 459 (flupyrsulfuron·methyl) in 
A..."1Ilex I to Council Directive 91/414/EEC conceming the placing of piant protecrion products on the rnarket 
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Furthennore, these conclusions were reached \\ithin the framework of the follo~g uses, which 
were proposed and supported by the sole submitter: 

Herbicide for use in cereals 

Extension of the use pattem beyond those described above will require an evaluation at Member 
State Ievel in order to establish whether the proposed extensions of use can satisfy the 
requirements of Article 4(1) and of the uniform principles laid down in Annex v1 of Directive 
911414/EEC. 

4. Specific conclusions highlighted in this evaluation 

4.1 Residues of DPX KE 459 (flup}Tsulfuron-methyl) 

The review has established !hat the residues arising from the proposed uses, consequent on 
application consistent with good plant protection practice, have no hannful effects on human or 
animal health. The Theoretical Maximum Daily Intake (TMDI) for a 60 kg adult is < 0.5 % of 
the Acceptable Daily Intake (ADI), based on the FAO/Vv'HO European Diet (August 1994). 'Ibis 
low intake value reflects the current linrited use pattern for this active substauee. 

For infants, toddler and clrild this figure was respectively 1.30%, 1.23% and 0.82% ofthe ofthe 
Acceptable Daily lntake (ADI) 

4.2 Exposure of operators, workers and bystanders 

The review has identified acceptable exposure seenarios for operators, workers and bystanders, 
which require, however, confinnation for each plant protection product in accordance ~th the 
relevant sections of the above mentioned unitonn principles. 

4.3 Environment 

The review has eoncluded that under the proposed and supported conditions of uses there are no 
unacceptable effects on the en<ironment, as required in Article 4 (l)(b)(iv) and (v) of Council 
Directive 91/414/EEC, provided !hat certain conditions are taken into account as detailed in 
section 7 of this report. 

5. Identity and Physicallchemical properties 

The rnain identity and the physical/chemical properlies of Flupyrsulfuron-methy I are given in 
Appendix!. 

The active substance shall have a minimum purity of 903 g/kg techuical product 

The review has established that for the active substance notified by the applicant (Du Pont De 
Nemours (France) SA), none of the manufacturing impurities considered are, on the basis of 
information currently available, oftoxicological or environmental concern. 
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6. Endpoints and related information 

In order to facilitate Member States, in granting or reviewing authorisations, to apply adequately 
the provisions of Article 4( I) of Directive 91/414/EEC and the uniform principles laid down in 
Annex VI of that Directive, the most important endpoints as identified during the evaluation 
process are listed in Appendix II. 

7. Particular couditions to be taken into account on short term basis by Member 
States in relation to the granting of authorisations of plant protection products 
containing Flupyrsulfuron-methy 

On the basis of the proposed and supported uses, the following partiewar issues have been 
identified which require partiewar and short term (within 12 months at the latest) attention from 
the Member States, in the framework of authorisations to be granted, varied or withdrawn, as 
appropriate: 

Leaching to groundwater: Particular attention should be given to the potential for 
groundwater contamination, when the active substance is applied in regions with 
vulnerable soil andlor extreme climatic conditions. 

8. List of studies to be generated 

No further studies were identified which were considered at this stage, and under the 
current inclusion conditions necessary in relation to the inclusion of Flupyrsulfirron­
methy in Annex I. 

9. Information on studies with claimed data protection 

For information of any interested parties, Appendix III gives information about the studies for 
which the applicant has claimed data protection and which arenot present in the original dossier 
neither mentioned in the monograph. This information is only given to facilitate the operation of 
the provisions of Article 13 of Directive 91/414/EEC in the Member States. lt is based on the 
best information available to the Commission services at the time this review report was 
prepared; but it does not prejudice any rights or obligations of Member States or operators with 
regard to its uses in the implementation of the provisions of Article 13 of the Directive 
91/414/EEC neither does it commit the Commission. 

10. Updating oftbis review report 

The technical information in this report may require periodic updating to take account of 
technical and scientific developments as weil as of the results of the examination of any 
information referred to the Commission in the framework of Articles 7, I 0 or II of Directive 
91/414/EEC. Such adaptationswill be examined and fmalised in the Stauding Committee on 
Plant Health, in connection with any amendment of the inclusion conditions for flurpyrsulfirron 
methyl in Annex I of the Directive. 
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APPENDIX I 

ldentity, physical and chemical properties 

FLUPYRSULFURON-METHYL 

Common name (ISO) Flupyrsulfuron-methyl 

Chemieal name (IUPAC) 2-(4,6-<limethoxypy-rymidin-2-ylcarbamoylsulfamoyl)-6-
trifluoromethylnicotinate monosodium salt 

Cbemical name (CA) Methyl2-[[[[(4,6-dimethoxy-2-pirimidinyl)amino]carbonyl]-
amino ]sulfonyi]-6-{trifluoromethyl)-3-pyridinecarboxylate 
sodium salt 

CIPAC No 577 

CASNo 144740-54-5 

EECNo Not available 

FAO SPECIFICATION Not available 

Minimum purlty 903 g/kg 

Molecuiar formula Cl5HI3F3N507SNa 

I Molecular mass 487.4 

Structural formula 

~ C02CH3 OCliJ 
Na• N 

F,c N so,NIT""--{ ~ 
0 N 

OCliJ 
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I Melting point 

Boiling point 

Appearance 

Relative density 

Vapour pressure 

Henry's law constant 

Solubility in water 

Solubility in organic solvents 
(g/1 at 20 oq 

Partition co-efficient (log Pow) 

Hydrolytic stability (DT50) 

Dissociation constant 

Quantum yleld of direct photo-
transformafion in water at s > 290 um 

Flammability 

Explosive properlies 

UV!VIS absorption (max.) 

Photostability in water (DT51l) 
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Not detennined because of decomposition ofthe active 
substance ( decomposition at 165-170°C) 

Not required 

white solid with chalk-like odour (93.4 %) 

1.55 (95 %) 

< Jx!o·9 Pa at 20°C 

< 10-S Pa m3 mor' at pH 5 

< w-' Pa m3 mor' at pH 6 

pH5 : 0.06 gil at 20cc (93.4 %) 

pH6: 0.61 gil at 20°C 

pH7 : instability of the solution 

Acetone : 3.1 (93.4 %) 
Acetonitri1e : 4.3 
Benzene : 0.028 
Dichloremethane : 0.60 
Ethyl acetate : 0.49 
Hexane : <0.001 
Methanol: 5.0 
n-octanol : 0.19 

pH5 : 9.17 (Pow = 0.96) (93.4 %) 

pH6: l.l6 (Pow = 0.06) 

pH5 : DT 51l= 44 days 

pH7: DT50= 12 days 

pH9 : DT5o= 0.42 days 

pKa=4.94 (93.4 %) 

1.59 10-3 mol x einstein-1 at pH7 

not flammable 

not explosive 

s = 1.92 1041 mol-1 cm-1 (95 %) 

No absorption >290 nm 

DT50 (days) DPX JE138 

Surrlight Photodegradation 
pH5: 40 470 
pH7: 8.7 33 
pH9: 0.39 54 
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Long tenn toxicity and carcinogenicity 

Target I critical effect: 

Lowest relevant NOAEL: 

Carcinogenicity: 

Reproductive toxicity 

TargetJcritical effect- Reproduction: 

Lowest relevant reproductive 
NOAEUNOEL: 

TargetJcritical effect- Developmental 
toxicity 

Lowest relevant developmental NOEL: 

Delayed neurotoxicity 

Other toxicological studies 

Medical data 

Summary 

ADI 

AOEL systemic : 

AOEL inhalation 

AOELdennal 

ARID (Acute Reference Dose) 

Dermal ahsorption 
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lndications of liver toxicity 

18-month oral mouse: 25 ppm ( 3.51 mg/kg bw/day) 

(Li ver tumours in mice) 

Decrease pup weight at parental toxicity dose Ievel 

1 500 ppm ( 84 mg/kg bw/day) , two generations rat study 

Reduced fcetal weight, retarded ossification 

20 mglkg bw/day (rat) 

No evidence of neurotoxicity in standard toxicity tests and 
functional observation battery test. 

No other studies submitted (not necessary). 

No case of intoxication reported (New substance ). 

Value Study Safety factor 

0.035 mg/kg 18 month mause 100 

0.08 mg/kg 1 yeardog I 00, corrected by 
60% oral 
absorption 

Not allocated (not necessary) 

Not allocated (not necessary) 

Not allocated (not necessary) 

Iw % default value ( no study required) 

I 

i 
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2 Fate and behaviour in the environment 

2.1 Fate and behaviour in soil 

Route of degradation 

Aerobic: 

rnineralization after I 00 days: 

non-extractable residues: 

relevant metabolites above lO% of applied active 
substance: name andlor code 

% of applied (range and maximum) 

Supplemental studies 

Anaerobic: 

Soil pbotolysis: 

Remarks: 

Rate of degradation 
Laboratory studies: 

DT50lab (20 °C, aerobic): 

< 2% (both Iabels) 

29% (pyridine iabel, 90 days)- 41 %(I year) 

39% (pyrimidine Iabel, 90 days)- 34% (1 year) 

IN-JV460 max. 24% 

IN-KY374 max. 32 % 

IN-JV460 max. 42.1% 

IN-KV996 max. 11.8% 

Bound residue max. 30% 

IN-JEI27 max. 13.!% 

No significant effect ofligbt 

Lab. : first order (R' not reported) 

Field :non linear regression (R2 = 0. 74- 0.90) 

soil sa. L IUK) 1JQl sa. L (F) si. !. (F) cL L llJK\ 

OM% 2.6 2.2 L2 

pH 6.5 6.1 7.6 

DT50 26/24 16!16 8/8 

(days at 50/70% MWHC) 

Metabolites - first approach 

2.2 

6.4 

161!8 

IN-JV460: 373 days (UK sandy loam soil) 

IN-KC576 : 248 days (UK sandy loam soil) 

Metabolites - modeHing 

IN-JV460: 120 days (UK sandy Joam soil) 

IN-KC576 : 30 days (UK sandy loam soil) 

3.3 

7.1 

1019 
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DT90!ab (20 oc, aerobic): 

DT solab (l 0°C, aerobic ): 

DT50lab (20"C, a.'!aerobic): 

Field studies (country or regiou): 

DT50,from soil dlssipation studies: 

DT901 from soil dlssipation studies: 

Soil accumulation studies: 

Soil residue studies: 

Remarks: 
e.g. effect of soil pH on degradation rate: 

soil 

APPENDIX II 
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sa. L (UK) L IG) sa. I. IF) si. L IF) cl. !. (UK) 

85/80 53153 27127 52160 32130 

(days at 50170% MWHC) 

58 days (UK sandy loam soil, 50% MWHC) 

31 days (UK sandy loam soil) 

DT,": 

IOd UK site {c!. l. soil, 1.9% OC, pH 7.3), Dec. appl. 

' 1l d UK site, April appl. 

' 6d Fsite(sa. si.l. soil, U%0C,pH 7.6), Dec. appl. 

6d US Delaware site (si.l. soil, 2.1% OC, pH 5.8), 
May appL 

Metaboiites 

IN-JV460: 49 I 231 d (UK site, Dec.! April appl.), 

128 d (F site), 180 d (US site). 

max. amounts 13-27 % 

IN-KC576 : !50 d 

only significant at the US sire. max. 58 % 

No other significanr metabolites 

DT,or: 

104-70- 35- 123 d (same conditions as above) 

- DT5o;,b for IN-JV460 estimated tobe 120 d in the 
UK sandy loam by modelling (instead of 373 d, first 
approach). Max. concentration 4 11g/kg after 65 d 
(modelling PRZM3, !0 g asiha). For yearly 
application, estimated accumulation would be < I 
11g/kg (lower plateau Ievel). 

- DT """ for IN-KC576 estimated tobe 30 d in the 
UK sandy loam by modelling (instead of 248 d, first 
approacb). DT50,not reliable (R2 0.37). 
Accumulation not relevant 

See above 
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Adsorption/desorption 

ferl K,.,: 

Ko 

Mobility 
Laboratory studies: 

- Colurnn leaching: 

- Aged residue leachiog: 

Field studies: 

Lysimeter!Fie!d leaching studies: 

Remarks: 
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Koc derived from Kf (or from Kd) 
Soil oc 0:"0. lill ll KC576 
sa, I. (UK) 1.5 7.4 15 19 196 (39) 
sa. L (F) 0.7 8.8 19 26 148 (12) 
si. L (F) L3 7.4 22 
cL L (UK) L9 8.1 23 (48) (106) (4) 
Speyer 2.2 2.3 5,8 22 (22) (79) (17) 
L (G) L3 6.6 (55) 21 202 (3) 
si. L (G) 0.9 8.0 (34) 
sa. L (F) 2,1 7.9 (30) 
sL L (US) L8 5.7 (40) (65) (24) 

No data required 

UK sandy loam, 17 d incubation 
!eachates IN-JV 460 32 % 

a.s. 

others 

Field dissipation studies 

5.7% 

<5%each 

F site INambsheim) and UK site {Aiconbmy) 
15-30cm <13.5%AR(a.s.<2%) 
30-60 cm max. 5.7- 9.8% AR (20% one 

, sample) 
60- 90 cm 2 samples with 2.4 and 15.2% AR 
USA site {Newark, Delaware) 
0- 5% AR in 15- 30 cm, 30- 60 cm and 60- 90 
cm 
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2.2 Fate and behaviour in water 

Abiotic degradation 

Hydrolytic degradation : 

Relevant metabolites: 

Photolytic degradation: 

Relevant metabolites 

Biological degradation 

Readily biodegradable: 

Degradation in - DT50 water 

water/sediment - DT90 water 

- DTso whole system 

- DT ." whole system 

Distribution in water I sediment systems 
( active substance) 

Distribution in water I sediment systems 
(metabolites) 

Accurnulation in water andlor scdiment: 

. 14. 
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pH ~ 5 (20° C) DT50 44d 

metabolites: IN-KT982 (15.1 %), 
!N-JV460 (30.7 %}, 
!N-JE127 (12.5 %), 
!N-J290 (11.4 %) 

pH = 7 (20" C) DT50 = 12 d 
metaboliles. !N-JV460 (78 %), stable 

pH = 9 (20" C) DTSO = 0.4 d 
metaboiite: !N-JV460 (96.7 %), 
stable (DTSO ~ 320 d) 

!N-JV 460 (hydrolysis) 

pH ~ 5 (20° C) DTSO =40 d 

metabo!ites: IN-KT982 (< 10 %), 
!N-JV460 (< 10 %) 

pH ~ 7 (20" C) DT50 ~ 8.7 d 
metabolites: IN-KV994 (10.3 %), 

!N-KF526 {21 %) 

pH = 9 (20" C) DTSO = 0.39 d 
metabolites : IN-JV460 (DT50 ~ 4.5 d) 

!N-KF526 and !N-KV994 (photolysis) 

No 

3-6 d 

20-36 d 

3-6 d 

25-46 d 

mainly in water, < 9.1 %in sediment 

!N-JV460 max. 69% (after 30 d) in water, 24% 
( after I 00 d) in sediment 

!N-JV460 < 0.005 fig/1 in water and < 0.0003 flglkg 
in sediment (EXAMS I!, lOg as/ha, spray drift 0.6% 
at 5 m). Simple calculation based on data from water-
sediment studies would give < 0.014ug/l (69 %) and 



FLUPYRSULFURON-METHYL 

Degradation in the saturated zone 

Rernarks: 

2.3 Fate and behaviour in air 

Volatility 
Vapourpressure: 

Heruy's law constant: 

Photolytic degradation 
Direct photolysis in air: 

Photochemical oxidative degradation in air (DT50): 

Volatilisation: 

APPENDIX II 
END POINTSAND RELATED INFORMATION 

2, Fate and behavlour in the -environment 
27 April 2001 

1 < o.m9 11g/kg (24 %) 

< 10-ll Pa m3 mor' at pH 5 

< J o·' Pa rn3 mor1 at pH 6 

No data required 

0.053 d 

from plant surfaces : 0.1% 

from soil : 2.8% 

None 
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3 Ecotoxicology 

Terrestrial Vertebrales 

Acute toxicity to mammals 

Acute toxicity to birds: 

Dietary toxicity to birds: 

Reproductive toxicity to birds: 

Long termoral toxicity to mammals. 

Aquatic Organisms 

Active substance: 

Acute toxicity fish: 

Chronic toxicity fish 

Bioaccumulation fish: 

Acute toxicity invertebratc: 

Chronic toxicity invertebrate: 

Acute toxicity algae: 

Aquatic plants: 

Chronic toxicity sediment dwe!ling organism: 

Preparation (WG 50%): 

Acute toxicity algae: 

Metabo/ites: 

Acute toxicity fish: 

Acute toxicity invertebrate: 

Acute toxicity algae: 

APPENDIX H 
END POINTS AND RELA TED INFORMATION 

3. Ecotoxicotogy 
27 Aprll200'l 

LD50 > 5 000 mg;kg 

LD50 (quail/mallard duck)> 2 250 mg/kg bw 

LC50 (quaillmallard duck)> 5 620 mg;kg bw 

NOEC (mallard duck}= 200 ppm 

NOAEL (90 d, rat)= 2 000 ppm 

LC50 (trout): 470 mgll 

NOEC (trout, 28 d): 130 mgll 

NOEC (trout, 90 d): 9.2 mgll 

Not required 

ECSO ( daphnids) 721 mg/1 

NOEC ( daphnids, 21 d): 16 mg/1 

EC50 (S. capricornutum): 0.0037 mg/1 

EC50 (A. jlos-aquae): 0.099 mg/1 

EC50 (L. gibba): 00025 mg/1 

not required 

EC50 (S. capricornutum: 0.0091 mg 
preparation/1 

LCSO (trout, IN-KF526): > 10 mgll 

LC50 (trout, IN-KV994): > 0.00! rng/1 

EC50 (daphnids.JN-KF526): > 0.5 mg!l 

EC50 (dsphnids, IN-KV994): > 0.00! mgll 

EC50 (S. capricornutom, IN-N460): 

> 0.0101 mgll 

I 



FLUPYRSULFURON-METHYL 

Honeybees 

Acute oral toxicity: 

Acute contact toxicity: 

Other arthropod species 

T.pyri 

A. rhopalosiphi 

A. rhopa/osiphi 

C carnea 

P. cupreus 

. 17. 

APPENDIX II 
END POINTSAND RELATED INFORMATION 

LD50 > 30 f.lg a.sJbee 

LD50 > 25 11g a.s.1bee 

beneficial capacity: 7. I % effect 
(0.0 16 kg a.s.iha DPX-KV953 1

) 

beneficial capacity: 41. I % effect 
(0.016 kg a.s./ha DPX-KV953 ') 

beneficial capacity: -6 % effect 
(0.016 kg a.s./ha DPX-KS999 2} 

beneficial capacity: -56% effect 
(0.016 kg a.s./ha DPX-KV953 ') 

beneficial capacity: -9.9% effect 
(0.016 kg a.s.1ha DPX-KV953 1

) 

3. Ecoiox1coiogy 
27 Apri12001 

-1 DPX-KV953 50DF: 33.3% flupytsulfuron-methyl + !6.1% metsulfuron-methyl 
2 DPX-KS999 50DF : 16.7% flupyrsulfuron-methyl + 33.3% carfentrazone-ethyl 

Earthworms 

Active suhstance: 

Acute toxicity: 

Reproductive toxicity: 

I LC50 > 1000 mg;kg 

not reqmred 

M etabolite: 

Reproductive toxicity IN-JV460: I NOEC = 0.065 mglkg soil 

Soil micro-organisms 

Nitrogen miuera!ization: 20 g a.s.lha: no effect 

Carbon mineralization: 20 g a.s.!ha: no effect 
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LIST OF STUDIE$ 
27 April2001 

APPENDIX 111 

FLUPYRSULFURON-METHYL 

List of studies which were submitted during the evaluation process and 
were not cited in the draft assessment report: 

B.1 ldentity, B.2 Physical and chemlcal properties, B.3 Data on application and further 
'nf r B 4 P I f I 'fi f d I b Ir B 5 M h d f I . I orma 10nt rooosa s or c ass1 1ca 10n an a e mo. et o s o ana!VSIS 

!Annex Author(s} 
IYear 

Title Reports2 on 
I pointl Source (where different from company) previous use in 
I reference Company, Report No. granting national 
number GLP or GEP status (where relevant) authorizations 

I Published or not 
l All Huntley, K; Edgar, L 1999 Determination of the Density of Flupyrsulfuron I 

2.2 Methyl 
ABC Laboratories 

DuPont-1472 I 
GLP/unpublished I 

All Huntley, K: 1999 Determination of the Ultraviolet-Visible ' 
2.5.1 Amhroz,J Absorption of Flupyrsulfuron Methyl 

ABC Laburateries 
• DuPont-1473 

GLP/unpublished 

All I Barefoot, AC; 1996 Calculation of the Second-Order Rate Constant 
2.!0 Sclunuckler, ME and Assoclated Half-Life T(l/2)E for the 

l 
Reaction of DPX-KE459 in the Gas Phase in 
the Troposphere Using the Metbad of Atkinson ' 
DuPont Agricultural Products 

l NA *lunpublished 
All Schmuckler, ME; 1994 Thermal Stability of DPX-KE459 
2.1! LeSieur, LB DuPont Agricultural Products 

AMR 2727-93 
GLP/unpublished 

All Huntley, K; Edgar, L 1999 Surface Tension Determination of 
2.14 Flupyrsulfuron Methyl 

ABC Laboraluries 
DuPont-1471 
GLP/unpublished 

AIII Dejean, P i 1998 ShelfLife Aging of2 Years (DPX-KE459) 
2.7.1 ' DuPont Agricultural Products 

I AMR 3503-95 
GLP/unvublished 

z Reports received from Membet States at the date of fina!isation of the present revlew report (not exhausUve). 

: 

I 

I 

I 
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Annex 
! point! 
j reference 
I number 

All 
4.2.1 

All 
A "'" -; "t-"'-·"-

I 
I All 

4.2.4 

Author(s) 

I Dubey, L 

I 
Goodenowe, DB; 
Orescan~ DB; 
Babicki, WA 

I 
I 
Freeman, CJ 

I Year 

I 

1995 

I 
1999 

I 

l 
1995 

8.6 Toxicolo and metabolism 
Annex 1 Author(s) Year 

, pointl I 
i reference . 
l number 
I I 
, No studies submitted. 

B 7 Residue data 
Annex ! Author(s) 
point! I reference 
number 

i 
All Barefoo~ AC; 
6.1 Christensen, 0 

All de Bemard, PA 
6.3 

Year 

'1998 

1996 

I 

19. 

Title 
Source (where different from company) 
Company, Report No. 
GLP or GEP status (where relevant) 
Published or not 

APPENDIX 111 
LIST OF STUD!ES 

27 Apri! 200i 

Reports2 on 
previous use in 
granting national 
authorizations 

Method Validation for the Determination ofl 
Residues of DPX-KE459 in Wheat Grain, 
Forage and Straw by HPLC-UV/CS 
Bartelle Geneva 

, A·ll-94-04 
I GLPiunpublished 
:\t1ultianaiy1e Method for rhe Slmuitaneous 
Quantitation and Confinnation of 21 
Sulfonylurea Herbleides m Soil Using 
Electrospray LC~Tripie-Stage Quadrupole 
Mass Spectrometry 
DuPont Agricultural Products and Covance, 
UK 
AMR4808-97 
GLP/unpublished 
Analytical Enforcement Methnd for 

I Determination ofDPX-KE459 in Air 
' DuPont Agricultural Products 
AMR 3657-95 
GLP/unpublished 

Title 
Source (where different from company) 
Company, Raport No. 
GLP or GEP status (whara relevant) 

1 Published or not 

Title 
Source (where different !rom company) 
Company, Report No. 
GLP or GEP status (where relevant) 
Published or not 

i Metabolism ofDPX-JEl38 in Wheat 
I DuPont Agricultural Products 
I AMR 2391-92 
I Revision No. 1 

I GLP/unpublished 

the 

1 Freezer Storage Stability of Flupyrsulfuron 
Methyl in Wheat (Grain and Straw) 
DuPont Agricultural Products 

AMR2887-93 

GLP/unpublished 

i 

1 Raports on 
previous use in 
granting national 
authorizations 

I Raports on I previous use in 
granting national 

, authorizations 

I 
i 

I 

' i 

I 

I 
I 
I 

I 
I 

I 
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B 8 Environmental fate and behaviour 
~--· 

Annex Author(s) j Year 
pointl 

I reference 
number l 

i I 
I 

Alll • 1996 I Esterly, DM 
. 9.1.3 I I 
I I 

I l 

I 
I 

Alll E'~erly. DM 1998 
9.1.3 

i 

I 
I 

' All! Esterly, DM 1999 
I 9.1.3 

I 

I ' I 
' I l 

A!ll Koch Singles, S 2000 
9.1.3 

B9E cotoxco oav 

I Annex Author(s) Year 
polntl 
reference I 
number I 

1 
All Hughes, JS; 11998 

8.2.6 ~ \VHliams, TL 

All Thompson, SG 1996 
82.6 

Title 
Source (where different from company) 
Company. Report No. 
GLP or GEP status (where relevant) 
Published or not 

PRZM2 Assessment of the Potential 
Groundwater Concentrations of Flupyrsulfuron 

APPENDIX lll 
LIST OF STUDIES 

27 April 2001 

Reports on ! 
previous use in 1 

granling national 1 

authorizations I 

' i 
I 

Methyl (DPX"KE459) and lts MaJor Soil 
Degradates under European Agricultural 
Practices 
DuPont Agricultural Products 

AMR4204-96 I 
NA */unpublished 

Model Assessment of the Potential 
Groundwater Surface Water and Pond 1 

Sediment Concentrations of Flupyrsulfuron I 
Methyl (DPX-KE459) and its Major 
Degradates und er European Agricu!tural 

1 
Practices 
DuPont Agricultural Produers 

DuPont-1590 I 
NA *iunpublished 

Model Assessment of the Potential 
Groundwater Concentrations of Flupyrsulfuron 
Methyl (DPX-KE459) and its Major 
Degradates for 32 Years of Continuous Usc 
DuPont Agricultural Products 
DuPont-2741 
NA*iunpublished 
Positionpaper for flupyrsulfuron methyl : I calculation ofhalf-lives of lN-JV 460, the 
major soil degradate of flupyrsulfuron methyl, 

I under field conditions I DuPont-3801 revision 1 
NA */Unpublished 

Tltle I Reports on . I 
Source (where different from company) prev1ous use m 1 
Company, Report No. i granring national I 
GLP or GEP status (where relevant) I authorlzalions I 
Published or not 

IN-JV460 (Metabolite of Flup;Tsulfuron l Methyl): Influence on Growth and 
Reproduction ofSelenastrum capricornurum I 
DuPont Agricultural Products 

AMR4823-97 

GLPiunpublished 

DPX-KE459 Technical: lnfluence on Growth 
and Reproduction of Anabaena !los aquae 
Wildlife International I I AMR 4206-96 

I GLP/unpublished 
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j Annex I Author(s) 
! pointl 
i reference I 

I 

I number I 
! 

lAll ! Lührs, U 

j 8.4.2 I 
I 

I 
DL Pont De Nemours (France) SA 
137, Rue de L'Universite 
F75334 Paris CEDEX 07 
France 

Year 

2000 

I 

Title 
Source (where different from company) 
Company, Report No. 
GLP or GEP status (where relevant) 
Published or not 
IN-JV 460 (metabolite of flupyrsulfuron 
methyl) : Effecrs on Reproduction and Growth 
ofthe Earthworm, Eisenia fetida (Savigny 
! 826), in artificial solL 
DuPont-3718 
GLP/Not published 

APPENDIX lll 
LIST OF STUD!ES 

27 April 2001 

! Reports on I 
I previous use in ! I granting national ' I 
authorizations 

I -
l 
I 

NA' GLP not applicable to position papers and modelling reports. The basic Information used for these papers 
and reports are GLP compliant. 
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SUMMARY REPORT 
OF THE MEETING OF THE ST ANDING COM!\1ITTEE ON PLANT HEAL TH 

HELD ON 27 April2001 IN BRUSSELS 

President : L. Smeets 
All Member States were present. 

1 Examination and possible vote on a Draft Commission Directive concerning the 
inclusion of flupyrsulfuron methyl in Annex I to Council Directive 91/414/EEC 
(Sanco/4146/2000 rev 3; review report 5050/VI/97 rev 7). 

The Commission presented the Review Report on flupyrsulfuron methyl in document 
5050/Vl/97 rev7). The Committee took note of the Review Report. 

The following declaration was made: 

Commission: At the adoption of the Uniform Principles by Council in 1997, the Council 
and Commission agreed to the following declaration: 

"The Council and the Commission note that application of this Directive is without 
prejudice to the legislation in force conceming the protection of workers. The Council and 
the Commission state that this principle will be unequivocally clatified in Directive 
91/414/EEC on the occasion of the first amendment of !hat Directive. The Commissinn 
intends to submit a proposal for such amendment within one year from the date of 
notification of this Directive." 

The Commission can for its part confirm its agreement with this dec!aration (subject to 
adequate adaptation of the deadline in the declaration). 

The Commission subsequently presented the draft Commission Directive conceming the 
inelusion offlupyrsulfuron methyl in Annex I to Council Directive 9!/414/EEC. 

Vote : favourable opinion by unanimity. 

The substance is a new active substance tobe used as herbicide. 

A CHECCHl LANG 
Director 



I. TITLE 

OPINION OF THE SCIENTIFIC COMMITTEE ON PLANTS REGARDING THE 
EVALUATION OF FLUPYRSULFURON-METHYL IN THE CONTEXT OF COUNCIL 
DIRECTIVE 911414/EEC CONCERNING THE PLACING OF PLANT PROTECTION 
PRODUCTS ON THE MARKET 
(Opinion adopted by the Scientil'ic Committee on Plants on 30 November 2000) 

2. TERL'\1S OF REFERENCE 

The Scientific Committee on Plants was requested to respond to the fo!lowing questions in the 
context of the Commission's work on the implementation of Directive 91/414/EEC conceming 
the placing of plant protection products on the market. 

(1) Can it be confirmed that the uses reviewed are acceptable for the aquatic environment and 
for earthworms? 

(2) Can it be confirmed that use seenarios exist which pose no unacceptable risk to 
groundwater'? 

3. BACKGROUND 

The draft Commission Directive for inclusion of flupyrsulfuron-methyl (DPX-KE459) in Annex I 
to Directive 91/414/EEC conceming the placing of plant protection products on the market was 
submitted to the Committee for opinion. 

In order to prepare the opinion the Committee had access to documentation consisting of a 
Monograph prepared by France as Rapporteur Member State based on a dossier submitted by the 
notifier (Dupont de Nemours), and a review report prepared by the Commission and the 
recommendation oftbe ECCO' Peer Review program. 

Flupyrsulfuron-methyl is a post emergence selective herbicide betonging to the sulfonylurea class. 
lt is for use in agricultural field situations only acting primarily through foliar uptake with little or 
no soil activity. Flupyrsulfuron-meihyl affects sensitive weeds through itthibition of the enzyme 
acetolactate synthetase, which Ieads to the cessation of cell division and subsequent growth 
processes in plants. Flupyrsul:furon-methyl is used to control annual grass and broad-leaved weeds 
in winter and spring cereals and can be applied once per crop and season at a maximum rate of 
12g a.s.1ba. 

1 European Cornmunity Co-ordination. 

2 
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clarifications submitted after the peer review as basic infonnation for the fmal examination 
process, these documents are considered respectively as background documents A, B and C to 
this review repott and are patt of it. 

These documents were also submitted to the Scientific Committee for Plants for separate 
consultation on 15 July 1999. The repott of this Committee was fonnally adopted on 30 
November 20003. 

2. Purposes of this review report 

This review report, including the background documents and appendices thereto, have been 
developed and finalised in support of the Directive 2001149iEC concerning the inclusion of 
flupyrsulfuron-methyl rnethyl in Annex I to Directive 911414/EEC, and to assist the Member 
States in decisions on individual plant protection products containing flupyTsulfuron-methyl 
they have to take in accordance witb tbe provisions of that Directive, and in particular the 
provisions of mticle 4( 1) and the uniform principles laid down in An11ex VI. 

This review report provides also for tbe evaluation required under Section A.2.(b) of tbe above 
mentioned uniform principles, as weil as under several speeific sections of patt B of tbese 
princip1es. In these sections it is provideu that Member States, in evaluating applications a11d 
granring authorisations, shall take into account the infom1ation conceming the active substmce 
in Atmex ll of the directive, subrnitted for the purpose of inclusion of the active substance in 
Atmex I, as weil as the result of the eva1uation ofthose data. 

In parallel witb the provisions of Article 7(6) of Regulation 3600/92 for existing active 
substanees, the Commission and the Member States will keep available or make available this 
review mport for consultation by any interested patties or will make it available to tbem on tbeir 
specific request. Moreover tbe Commission will send a copy oftbis review report (not including 
tbe background doeuments) to tbe applicant. 

The infonnation in this review report is, at least partly, based on information which is 
confidential a11d/or protected under tbe provisions of Directive 911414/EEC. It is tberefore 
recommended tbat this review report would not be accepted to support a11y registration outside 
the context of Directive 911414/EEC, e.g. in third countries, for which the applicant has not 
demonstrated possession of regulatory aceess to tbe infonnation on which this review report is 
based. 

3. Overall conclusion in the context of Directive 91/414/EEC 

The overall conclusion from tbe evaluation is that it may be expected tbat pla11t protection 
products containing Flupyrsulfuron-methy will fulfil tbe safety requirements laid down in 
Artide S(l)(a) and (b) of Directive 9114141EEC. 1bis conclusion is however subject to 
eompliance with the partieular requirements in sections 4, 5, 6 and 7 ofthis repott, as weil as to 
the irnplementation of the provisions of Article 4(1) and the uniform principles laid down in 
Atmex VI ofDirective 91/414/EEC, for each Flupyrsulfuron-methy containing plant protection 
product for which Member States will grant or review the authorisation. 

'Opinion ofthe scientific Committee on Plants regarding the inclusion ofDPX KE459 (flupyrsulfuron-methyl) in 
A:tmex I to Council Directive 91/4 t 4/EEC conceming the pladng of plant protection products on the market 



In the European field dissipation studies IN-JV460 was the major soil metabolite (maximum of 
27% AR, average of both radio Iabels). In the US field study significant amounts of both IN­
JV460 (maximum 23%, AR, average of both radio Iabels) and IN-KC576 (maximurn of 58%. 
AR, average ofboth radio Iabels) were formed. 

4.1.2 Aquatic environment 

Flupyrsulfuron-methyl is toxic to fish and Daphnia at concenrrations in the mg/1 range and is 
therefore not likely to pese an unacceptable risk to these groups under the reviewed uses. As with 
other sulfonylurea herhicides, algae and aquatic plants (i.e., Lemna gibba) were the mostsensitive 
of the aquatic species !ested. Values for the acute EC504 and NOEC5 of flupyrsulfuron-methyl to 
Selenastrum capricornutum were 3.7 and 0.51 microgram/1, respectively, for the technical active 
substance (or 9.1 and 1.61 microgram/1 for the 50% WG formulation). The 14 day EC50 and 
NOEC for Lemna gibba were 2.5 microgram/1 and 0.49 microgram/1, respectively (technical 
active substance ). Despile the high sensitivity of Selenastrum capricornutum and Lemna gibba to 
flupyrsulfuron-methyl, reasonab1e worst case PECsw6 estimates (i.e., 0.03 microgram!l) indicated 
that risks to algae and aquatic plants would not be unacceptable (i.e., TER > 10) given the 
proposed usage pattem of one application per growing season. 

The three most important metabolites formed in water/sediment studies or in an aqueous 
photo Iysis experiment (at pH 7) were !N-JV 460, !N-KF526 and IN-KV994. The metabolites !N­
JV460 and IN-KC576 were the most important metabolites formed in laboratory and field soil 
studies. It is the SCP's opinion !hat all ofthese metabolites need tobe evaluated with respect to 
aquatic organisms as they may either be formed in (IN-N460, IN-KF526, IN-KV994) or 
Iransported to (IN-N460 and IN-KC576) the aquatic compartment7

• 

The acute toxicity of IN-JV460 to fish and Daphnia was considered tobe adequately covered in 
tests with the parent compound. For the two rernaining metabolites formed in water studies, no 
acute effects in fish or Daphnia were detected at the highest concentrations tested [i.e., these 
were: IN-KV994, 1 rnicrogram/1 for both fish and Daphnia; IN-KF526: 100 rnicrogram/1 (fish) 
and 500 microgram!l (Daphnia)). Tbe toxicity of IN-JV460 to Selenastrum capricornutum was 
reported tobe less than for the parent compound (i.e., EC50=10.l microgram/1). Tbere were no 
toxicity data for algae or aquatic plants provided for IN-KF526 or IN-KV994. However, as 
neither of them retains an intact sulfonylurea bridge, they are not considered to be more toxic to 
these groups than the active substance. IN-KC576 was tested for insecticidal activity a11d 
evaluated for its effects on earthworms (see below), but it was not tested for toxicity to aquatic 
organisrns. However, the SCP is ofthe opinion that this rnetabolite will not pose an unacceptable 
risk for aquatic organisms because 1) it Iacks an intact sulfonylurea bridge and should therefore 
be less toxic to aquatic plants and algae than the parent compound, and 2) this metabolite showed 
low toxicity to non-target (terrestrial) in vertebrales. 

4.1.3 Earthworms 

The parent compound has a variety of metabolites in soil: IN-JV 460 and its derivative IN-KC576 
are the primary metabolites, although other metabolites IN-KV996, IN-KF311 and IN-KY374 
have been detected in degradation studies. 

4 Median effective concentration. 
5 No observed effect concentration. 
6 Predicted enviro1'lll'l.enta1 concentration in surface warer. 
1 See ref. I Opinion of the SCP on the draft guidance document on relevant rnetabolites. 
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Ecotoxicity: 

Earthworms (Eisenia fetida andrei) were exposed for 14 days to artificial soil treated with 
llurpyrsulfuron-methyl at 1000 mg a"s./kg soil ( 14 replicates with 10 individuals, including 4 
replicates as controls)" There were no significant differences in mortality and weight change 
between treatrnents and controls and there were also no signs of abnormal behaviour. The test 
dose employed was unrealistically high compared to the maximum predicted environmental 
concentration of the parent in the soil (highest estimate of the maximum PECsoil8 0"024 mg;kg 
soil). 

Basis for decision: 

1" Annex II criteria propose that a long.term sub-lethal rest on the parent compound is not 
required if both the DT909 (field) is less than 100 days and the number of applications is less 
than 3, and 

n. metabolites which reach a concentration greater than a pragntatic 10% of the dose applied 
should also be tested for long-term sublethal effects, unless they are fonned so rapidly that 
potential effects are covered by the available eart.'1worm tests for the parent compound10

• 

Given that: 
i" flupyrsulfuron-methyl will be applied once per year, 
ii. the mean DT90 (field) is less than 100 days, and that 
iii. no sublethal effects were observed when earthworms were exposed to unrealistically high 

concentrations, 
the SCP is of the opinion that no further evaluations of the sub-lethat effects of the parent 
compound on earthworms are needed. 

Of all the metabolites, IN-N 460 consistently reached a peak of > I 0% in European and American 
field studies, typically after several weeks. \v'bere it was observed, IN-KC576 similarly reached 
peak concentrations > 10%. In theory (and most likely in practice), the unrealistically high 
concentrations used in the original test meant that eatthworms were exposed to much higher 
concentrations of metabolites for 2 weeks from day 0 than the maximum concentration they are 
likely to be exposed to under field conditions" However, the SCP also notes that: 
i. IN-KC576 is likely to be formed by the microbial degradation of IN-JV460" Given that 

artificial soils were used, we are uncertain whether IN-KC576 would indeed be capable of 
forming at realistic rates under the test condition, and that 

ii in general, there is often somewhat slower degradation of plant protection products at high 
concentrations (for example, chlorothalonil degrades to a hydroxy metabolite, which can 
inhibit the degradation of the parent compound if the metabolite concentration is sufficiently 
high). Given that extremely high concentrations were used, it is possible that the rates of 
degradation differed significantly from field situations11

• 

Overall, since Annex II Iimits are exceeded and there is some question of the validity of the 
specific 14 day test for assessing long-term effects of metabolites, the SCP had provisionally 

8 Predicted envirorunental concentration in soiL 
9 Period required for 90% dissipation. 
10 See also the SCP opinion on guidance document for relevant metabolites. 
lt See SCP opinion on guidance document for relevant metabolites. 
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recommended t:.'1at an appropriate long-term lest be conducted to evaluate the sublethal effects of 
flupyTSu!furon-rnethyl rnetabolites on earthworrns. 

In the recently subrnitted sub-Iethai study, adult earthworms (Eisenia fetida) were exposed to two 
concentraiions of the flupyrsulfuron-methyl metabolite IN-JV460 in artificial soils at rates 
equivalent to lx and 5x times a proposed maxirnum PEC for the metabolite of !0 g IN-JV460iba, 
i.e. 0.013 and 0.065 mg IN-JV460/kg dry soil. After 28 days exposure the adult worms were 
counted and weighed and the soil replaced with :fresh soil ( untreated). After a funher 28 days the 
soil was examined for juveniles. No mortality was observed in the study, and tbe body weights of 
earthworms did not differ significantly :from the controls. Sirnilarly, the nurober of juveniles 
produced by the end ofthe study did not differ significantly. 

The rate at which IN-JV460 is likely to break dov.-n to IN-KC576 in the above Iabaratory test is 
not known, but given the data provided i11 the two separate studies, it is highly unlikely that a 
single use of flupyrsulfuron-rnethyl at the recornrnended application rate will pose a significant 
risk to earthworms. The steady-state concentrations of flupyrsulfuron-methyl and its two 
rnetabolites following repeated use can be estirnated by incorporating degradation data into a 
simple first-order kinetic model (plough layer 25 cm and dry bulk density of 1.3 kg/1). This 
calculation results in estirnates of 0.56 microgramslkg soil for parent, 2.4 micrograms!kg for IN­
JV460 and I .6 rnicrogramslkg for IN-KC576. Thus, the parent degrades so quickly that only a 
negligible steady state concentration builds up. Ifwe use the NOEC of> 0.065 mg JV460!kg soil 
for both rnain rnetabolites then the minirnum long-term TER for the main rnetabolites is 27.083. 
Given that this estimated figure is weil above the stal'ldard trigger value, the SCP is of the opinion 
that no significant long-term risks will arise from the use of flupyrsulfuron-methyl at the 
recornrnended rate. 

4.2 Question 2 

"Can it be confirmed that use seenarios exist which pose no unacceptable risk to 
groundwater?" 

Opinion of the Committee: 

On the basis of field studies and tbe modelling data presented, neitber flupyrsulfuron­
methyl nor its metabolite IN..JV 460 are likely to contaminate groundwater in excess of 0.1 
fig/1. Insufficient data are available to reliably state that the metabolite IN-KC576 will not 
leach to groundwater in concentrations in excess of 0.1 Jlgll. Predictions using worst case 
input parameters and the Dutch standard modelling scenario, indicate that the 
concentration of the metabolite is unlikely to exceed 0.4 Jlgll. The SCP toxicological 
assessment indicates that there will be no direct health risk from the expected Ievel of this 
metabolite in groundwater. The SCP is therefore of the opinion that use seenarios exist, 
which pose no unacceptable risk from drinking water derived from groundwater. 
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Scientific background on which the opinion is based 

4.2.1 Sorption and leaching: 

Flupyrsulfuron-methyl and its metabolites are weakly sorbed to soil and Koc12 values for the 
active substance and the two metabolites are shown in Table 2. 

DPX-KE459 
IN-JV460 
IN-KC576 

15-23 
148-202 
19-26 

In an aged soil column leaching study DPX-JEI38 constituted 2-6% and IN-JV460 16-32% of 
radioactivity in leachate with higher values relating to fast water fluxes (l9.2ml hr "1). No 
Iysimeter studies were carried out based on the rapid field degradation of flupyrsulfuron-methyl 
(DT50 6-11 days) and there was no dete<::tion of any radioactivity below 60 cm in field soil 
dissipation studies. 

4.2.2 Further assessment: 

Sorption and field dissipation data indicated that the metabolites IN-JV460 and IN-KC576 can be 
produced in excess of 10% of the applied active substance and may have tbe potential to leach to 
groundwater. As a consequence of this assessment additional sturlies were requested by ECCO. 
The applicant submitted predictive modeHing sturlies and subsequently responded to specific 
questions raised by the SCP conceming input parameters and scenario characterisation. Following 
continued uncertainty an assessment of the toxicity of the metabolite 1N-KC576 was carried out 
by the SCP to determine its relevance with regard to groundwater contamination. 

4.2.3 Predictive modelling 

Extensive modelling data, not described in the monograph but submitted to ECCO, using PRZM-
2, shows no potential for the active substance to contaminate groundwater above 0.1 f!g/L 
Additional modeHing sturlies have been carried out to determine whether the two metabolites 
have the potential to contaminate groundwater in excess of 0.1 f.lg/l. Given that the modelling 
predictions were fundamental in determining whether the two soil metabolites pose an 
unacceptable risk to groundwater, the SCP was concemed that the choice of input parameters and 
seenarios for the modelling differed from the field study data presented, were not fully explained 
and therefore requested justification ou a number of points. The applicant provided a 
comprehensive explanation and further study reports to support the basis for their choice of 
parameters. On the basis of these data the SCP was satisfied that the active substance and the 
metabolite IN-JV 460 were unlikely to pose an unacceptable risk to groundwater. 

The metabolite IN-KC576 appeared at a maximum concentration of 58% in the US study with a 
quoted half-life of !50 days. The predictive modelliug study used a different half-life on the hasis 
that the value derived in the field smdy was from a very poor fit due to highly variable 
experimental concentrations. In order to use any of the current predictive models the SCP 
acknowledges that it is necessary to use degradation data based on frrst-order kinetics and 

12 Organic carbon adsorption coefficient 
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therefore the applicant fitted a first-order analytical equation to the experimental data using 
conventional least-squares-fit criteria to derive the 30 day half life used in the prediction. The 
metabolite was not found to be significant under European field study conditions (maximum 
6.6%) and no further assessments of half-life were made for these studies. The uncertainty in the 
variable generation of the metabolite and the possibility that the half life may be in excess of 30 
days have led the SCP to the opinion that there is insufficient data to confirm !hat IN-KC576 will 
not exceed 0.1 ).lg 1 -J in groundwater. The SCP has therefore carried out a basic modeHing using 
the Dutch standard scenario and worst case input parameters. The following assumptions have 
been made: 

the percentage ofiN-KC576 formed was 58%; 
DTso of248 days (p. 131 ofthe Monograph); 
Koml3 of II 1/kg, based on Koc of 191/kg (lowest ofthe range); 
Application rate of 12 g a.s. ha-1

; 

the calculation was made for 1 kgiha giving 70.5 ).lg/1 in groundwater; 
the actual dose of 12 glha was multiplied with the percentage fonned and with the ratio 
between the molar masses of metabolite divided by parent, (357.2/487.4 = 0. 73) which gives a 
"dose" for this metabolite of 5.! glha; 
the estimated concentration in groundwater for the Dutch standard scenario is therefore 
70.5*0.0051=0.4 J.lg/1. 

4.2.4 Safety assessment of a metabolite IN-KC576 in groundwater. 

The major biotransformation pathway for flupyrsulfuron-methyl forms IN-JV460 and the 
subsequent -desmethyl product, IN-KC576. For rat administered orally with flupyrsulfuron­
methyl there are two urinary metabolites, the -desmethyl rearranged tricyclic component IN­
KC576, and the pyridin mercapturic acidderivative IN-KW004. The IN-KC576 metabolite was 
present in bigher proportians in females (8-14 %) than in males (5-9%) and, expressed as a 
percentage of the administered dose, was the metabolite with the !arges! presence. There are no 
toxicological data available on the metabolite IN-KC576 of flupyrsulfuron-methyl to enable a 
direct safety assessment of this metabolite. 

However, IN-KC576 as the major metabolite of f1upyrsulfuron-methyl is fonned to roughly 10% 
of the administered dose. Thus the metabolite can be considered to have been tested in the 
toxicity studies performed with the parent compound. If IN-KC576 was responsible for the toxic 
response seen with flupyrsulfuron-methyl then the NOAELl 4 used to derive the ADil5 expressed 
as mg IN-KC576 would be 3.5/10 =0.35 mg kg bwl 6/day. The ADI would be 0.0035 mglkg 
bw/day compared to the 0.035 mglkg bw/day for flupyrsulfuron-methyl. In case IN-KC576 is not 
the only metabolite responsible for the toxicity, an ADI for the metabolite IN-KC576 would be 
expected to be higher. Therefore, with respect to the leaching of metabolites to groundwater 
which can be used to supply drinking water, it can be concluded that there is no direct health risk 
ifthe Ievel reaching the groundwater is below 105 J.Lg/1 water (0.0035 mg/kg x I x 60 kgi21itres). 

13 Organic matter adsorption coefflcient. 
14 No observe-d adverse effect IeveL 
" Acceptable daily intake. 
16 Body weight. 
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