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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 aller Prüfungen erstellten 
Beurteilungsbericht (Review Report) mit allen Anlagen (mit Ausnahme von vertraulichen 
Informationen im Sinne von Artikel !4 der Richtlinie 91!414/EWG) allen Interessiert.en 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 vorliegende 13, Hefl dieser Reihe 
(Band D 13) 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 Amitrol 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) 

68/2000 Band B: Verordnungen und Protokolle zur Wirkstoffprüfung 
(4. Aufla"e, Stand 01. Juli 2000) 

BandC: Wird zur Zeit bearbeitet 

I 

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 obliged to keep available or make available 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 that requests of review reports including 
their background documents which are partly very voluminous, sha!l 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 13th report belonging to this 
series (Volume D 13) 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 Rapponeur Member State. For amitrole France acted as Rapporteur Member State. 

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

IReport I Legal Regulations of the European Union for Plant Protcction 
! Products and their Active Substauces 
i 35/97 I Volume A: Directive 91/4!4/EEC and respective Protocols 

(3rd Edition, date: 1 November 1997) 
68/2000 Volume B: Regulationsand Protocols regarding the Evaluation of Active 

Substauces 
(4th Edition, date: 1 July 2000) 

Volume C: In Prof(ress 
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RICHTLINIE 2001/21/EG DER KOMMISSION 

vom 5. März 2001 

zur Änderung von Anhang I der Richtlinie 91/414~G des Rates _über ~ lnverk~hrbringen 
von Pflanzenschutzmitteln und zur Aufnahme der W rrkstoffe Amitrot Dtquat, Pyndat und 

Thiabendazol 

DIE KOMMlSS!ON DER E'JROPÄf5CliEN GEMEli'ISCHAITEN -

gestützt auf den Vertrag zur Gründung der Europäischen 
Gemeinschaft, 

gestützt auf die Richtlinie 91/414/EWG des Rates vom 15. Juli 
1991 über das Inverkehrbringen von Pflanzenschurzmineln (i), 
zuletzt geänden durch die Richtlinie 2000/80/EG der Kommis
sion (2), insbesondere .auf Anlke! 6 Absatz 1, 

in Erwägung nachstehender Gründe: 

(1) 

(2) 

Mit der Verordnung (EWG) Nr. 3600/92 der KommiS
sion vom 11. Dezember 1992 ('), zuletzt ge3.ndet1 durch 
die Verordnung (EG) Nr. 2266/2000 ('), wurden die 
Dl!rchfubrungsbestimmungen ffir die erste Stufe des 
Arbeitsprogramms gemäß Artikel & Absatz 2 der Richt~ 
llnie 91/414/EWG des Rates über das Inverkehrbringen 
von Pflanzenschutzmitteln (im Folgenden ,.die Richtlinie" 
genannt) erlassen. Gerniß vorgenannter Ver?rdnung 
v;.urde mit der Verordnung (EG) Nr. 933j94 der 
Kommission vom 27, Aprii 1994 über die Festsetzung 
der \Virkstoffe von Ptlanzenschutzm.ittdn und die 
Bestimmung der berichterstattenden Mitgliedstaaten zur 
Durchführung der Verordnung (EWG) Nr. 3600/92 ('), 
zuletzt geandert durch die Verordnung (EG) Nr. 2230/ 
9 5 (6

), die Liste der Wirkstoffe in Pflanzenschmzmitteb 
festgelegt, die im Hinblick auf ihre mögliche Aufnahme 
in Anhang I der Richtlinie zu bewerten sind. 

Gemäß Anikel 5 Absatz 1 der Richtlinie isr ein Wirk
stoff für einen Zeitraum von höchstens zehn Jahren in 
Anhang I aufzunehmen, wenn a:ngenommen werden 
kann, dass weder die Anwendung von Pflanzenschutz~ 
mltteln, die diesen Wirkstoff enthalten, noch deren 
Rü<.kstände schädliche Auswirkungen auf die Gesundheit 
von Mensch und Tier oder auf das Grundwasser bzw. 
unannehmbare i\usv;rirkungen auf die Umwelt haben 
werden. 

Die Auswirkungen von Amitroi, Diquat, Pyridat und 
Thiabendazol auf die menschliche Gesundheit und auf 
die Umwelt wurden gemäß den Bestimmungen der 
Verordnung {E\VG) Nr. 3600J92 für eine Reihe von 
durch die Antragsteller vorgeschlagenen Anwendungen 
geprüft. Gemäß der Verordnung (EG) Nr. 933/94 wurde 
Frankreich zwn berichterstattenden Mitgliedstaat ftir 
Amitrol, das Vereinigte Königreich zum berichterstat
tenden Mitgliedstaat fiir Diquat und Spanien zum 
berichterstattenden Mitgliedstaat für Thlabendazol 
benannt. Österreich wurde gemäß der Verordnung (EG) 
Nr. 491/95 der Kommlsslon zur Änderung der Verord
nung (EWG) Nr. 3600/92 und der Verordnung (EG) Nr. 
933j94, insbesondere hinsichtlich der Berücksichtigung 

0 A.Bt L 230 vom 19.8.1991, S. L 
Fi ABI. L 309 vorn 9.!2.2000, S, 14. 
(1} ABI. L 366 vom 15.12.199-2, S. 10. 
('/ ABl L 259 vom LU0.2000. S. 27. 
('! ABt L 107 vorn 28.4-.1994, S. &. 
(!•} ABI. 1. 225 vom 22.9.1995, S. l. 

i4) 

(5) 

(6/ 

der benannten Behö:-den und der Hersteller in Oste
reich, Fin:1land und Schweden bei der Durchführung de: 
ersten Stufe des Arb-eitsprogramms gemäß Artikel 8 
Ahsatz 2 der Richtlinie C') zum berichterstattenden 
Mitgliedstaat für Pyridat ernannt. Dle berichterstancnden 
Mitgliedstaaten haben der Kom:nission ihre Bewertungs
berichte und Empfehiungec am 30. April 1996 
(Amitrol), am 2. April1996 {Diquat), am 18. November 
1996 (Pyridat) und am 30, April 1996 (Thiabendazol) 
gemäß Artikel 7 Absatz 1 Buchstabe c) der Verordnung 
(EWG) Nt. 3600/92 übennittelt, 

Diese Bewertungsberichte wurden von den ~~itglied~ 
staaten und der Kommisslo:t im Rahmen des Standigen 
Ausschusses für Pflanzenschutz geprüft. Diese Prüfungen 
\\'Urden am 12. Dezember 1000 in Form der jeweiligen 
Prüfungsberichte der Kommission fiir Amitrol, Diquat, 
Pvridat und Thiabendazol abgeschlossen. Sollten die 
Priifunosberichte unter Berücksichtigung teehutscher 
und ~vissenschaftlicher Entwit:klungen aktualisiert 
werde:1 filüssen, so sind auch die Beding·.mgen fLir die 
Aufnahme der betreffenden Wirkstoffe in Anhang I der 
Richtlinie gemäß der Richtlinie zu andern. 

Die Unterlagen und die aus der Prüfung hervorgegan
genen Infom1ationen zu Amitrol wurden auch dem 
Wissenschaftlichen Pflanzenausschuss zur Stellung
nahme vorgelegt. Der Ausschuss hat in seiner Stellung
nahme vom 6. Juni 2000 (&) die festgesetzte annehmbare 
Anwenderexposition (AOEL - acceptabfe Operator 
exposure Ievel} bestätigt und Hinweise zur Interpretation 
von Langzeitstudien bei Nagern gegeben. Diesen 
Empfehlungen wurde bei der Erarbeitung dieser Richt
linie und des entsprechenden Prüfungsberichts Re-ch
nung getragen. 

Die Untertagen und die aus der Prilfung hertorgegan
genen Informationen zu Diquat wurden ebenfalls dem 
\Vissenschaftlichen Pflanzenausst:huss zur Stellung
nahme vorgelegt. Der Ausschuss hat jn seiner SteHung
nahme vom 5. Aoril 2000 (") Hinweise zur Interpreta
tion der vorliege~den Studien iiher die Reproduktion 
von Vögeln, über pote:uieUe Langzeiteffekte von an 
Bodenpartikel gebundenen Rückständen, über die poten
zieHen Auswirkungen der Bekämpfung von \Vasserun~ 
kräutern und über bestimmte Aspekte der Anwender
und Verbraucherexposition gegeben. In seiner Interpreta
tion der verfügbaren Studien über die Reproduktion von 
Vögeln kam der Ausschuss zu dem Schluss, dass keine 
Anhaltspunkte dafür vorliegen, dass Rückstände im 
Boden unannehmbare Ausv;.irkungen haben werden, Der 
Ausschuss sreHte außerdem fest, dass Anwendungen von 

Cf ABl. t 49 vom 4.3.1995, S. 50. , 
(!J Wissenschaftlicher Pflanzenausschuss SCP/A1-flTRiOD2..endg. 
(1) Wissenschaftlieber Pflanzenausschuss SCPiDlQUA 1{002.endg. 
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Diquat in der Bekämpfung von Wasserunkräutern 
möglicherweise mit einem hohen Risiko für nicht zu den 
Zielgruppen gehörende \Vasserorganismen einhergehen 
können und unzureichende Paten über die wirksame 
Anwendung von Risikonrinimierungsmaßnahmen 
vorliegen, Was die Anwenderexposition betrifft, so 
empfa~l der Aussc!1uss, Maßnahmen zur Begrenzung der 
Exposition von nichtprofessionellen Anwendern in 
Envagung zu ziehen, Abschließend stellte der Ausschuss 
fest, dass nicht genügend 1nformationen vorliegen, um 
die Exposition von Verbrauchern durch die Aufna:tme 
des Wirkstoffs mit der Nahrung bei Anwendungen als 
Sikkaüoils-Mlttel in k]einkörnlgen Getreidearten umfas
send zu bewerten. Dieser Stellungnahme VNrde bei der 
Erarbeitung dieser Richtlinie und des entsprechenden 
Prüfungsberichts Rechnung getragen. 

{T) Die Unterlagen und die aus der Prüfung hervorgegan
genen Informationen zu Pyridat wurden ebenfalls dem 
W1ssenschaftlichen Pflanzenausschuss zur Stellung~ 
nahme vorgelegt. Der Ausschuss hat in seiner Ste11ung
nahme vom 6. Juni 2000 (l) die Gültigkeit der vom 
Stän&gen Ausschuss für Pflanzenschutz festgesetzten 
annehmbaren Anwenderexposition bestätigt. 

(8) Auch die Unterlagen und die aus der Prüfung hervorge~ 
gangeneu Infonnationen zu T'niabendazol wurden dem 
Wissenschafi:lkhea Pflanzenausschuss zur Stellung
nahme vorgelegt. Der Ausschuss hat in seiner SteUung
nahme vom 22. September 2000 (1) bestatigt, dass die 
Yorgesehenen Anwendungen von Thiabendazol bei Obst 
und Kartoffeln nach der Ernte kein unannehrnbare.s 
Risiko für Wasserorganismen darsteiien, vorausgesetzt, 
dass geeignete Risikominimierungsmaßnahmen getroffen 
werden. Dieser Empfehlung wurde bei der Erarbeitung 
dieser Richtlinie und des entsprechenden Prüfungsbe
richts Rechnung getragen. 

(9) Die Untersuchungen haben ergeben, dass davon ausge
gangen werden kann, dass die betreffenden Wirkstoffe 
enthaltende Pflanz.ens.<:hutzmittel. insbesondere hinsicht
lich der gepriiften und im Prüfungsbericht der Kommis
sion behandelten Anwendungen, im Allgemeinen die 
Anforderungen gemäß Ariikel 5 Absatz 1 Buchstaben a) 
und b) der Richtlinie erfüllen. Daher sollten die betref
fenden Wirkstoffe in Anhang l aufgenommen werden. 
damit in allen Mitghedsmaten die Zulassung von Pflan
zenschutzrnitteln, die diese Wirkstoffe enthalten, gemäß 
den Bestimmungen der genannten Richtlinie erfolgen 
kann. 

(10) Gernaß Artikel 5 Absatz 5 der Richtlinie kann die 
Aufnahme eines Wirkstoffes in Anhang I jederzeit über
prüft werden, wenn es Anzeichen dafür gibt, dass die 
Kriterien für die Aufnahme: nicht mehr erfüllt sind. Die 
Kommission wird daher die Aufnahme von Amitroi in 
Anbang I erneut priifen, wenn die geforderten zusätzli
chen Informationen gemä& Punkt 7 des Prüfungsberichts 
nicht vorgelegt werden. 

(111 Gemäß der Richtlinie stellen die Mitgliedstaaten nach 
Aufnahme eines Wirkstoffs in Anhang I sicher, dass die 
Zulassungen von Pflanzenschutzmineln, die diesen 
Wirkstoff enthalten, innerhalb eines vorgeschriebenen 
Zeitraums erteilt, \viderrufen bzw. geändert werden. 

(1) Wissenschaftlicher Pflanzenausschuss SCP{PYRIDJ002-endg. 
(ll Wissenschaftlicher Pfian~nausschuss SCPfTHIABEN/002-endg. 

Pflanzens-churzmittel dürfen nur zugelassen werden, 
wenn die Bedingungen in Zusammenhang mit der 
Aufnahme des betreffenden Wirkstoffs in Anhang ! 
sowie die einheitlichen Grundsätze gemäß der Richtlinie 
auf der Grundlage von Unterlagen, die den Datenanfor
derungen entsprechen, erfüllt sind. 

(12) Vor der Aufnahme eines Wirkstoffs in Anhang I ist eine 
angemessene Frist vorzusehen, um es den Mitglied~ 
staaten und Interessierten zu ennöglichen, sich auf die 
sich daraus ergebenden neuen Anforderungen vorzube
reiten. Nach der Aufnahme ist den Mitgliedstaaten 
außerdem eine angemessene Frist einzuräumen, um die 
Bestimmungen der Richtlinie über PflanzenschutzmitteL 
die Amit:-oL Diquat, Pyridat oder Thiabendazol 
enthalten, umsetzen zu können. Die Mitgliedstaaten 
müssen innerhalb dieser Frist gemäß den Bestimmungen 
der Richtlinie insbesondere bestehende Zulassungen 
überprüfen und gegebenenfalls neue Zulassungen 
erteilen. Für die Einreichung und Bewertung der fUr jedes 
rflanzenschutzmlttei vollständigen Unterlagen gemilß 
den in der Richtlinie festgelegten einheitflehen Grund
sätzen lst ein längerer Zeitraum vorzusehen. Pfiam:.e!'l
schutzmittel, die mehrere Wirkstoffe enthalten, können 
jedoch auf der Grundlage der einheitlichen Grundsätze 
erst vollständig bewertet werden, wenn aUe enthaltenen 
Wirkstoffe in Anhang I der Richtlinie aufgenommen 
sind. 

{13) Es ist vorzuschreiben, dass die Mitgliedstaaten die 
endgültigen Pritfungsberichte (mit Ausnahme von 
vetraulichen tnforrnationen) allen lmeressienen zur 
Einsicht zur Verfugung steilen oder zugiingücb machen. 

il4) Die Prüfungsberichte sind erforderlich für die ordnungs
g-emäße L'msetz:ung bestimmter Teile der in der Richt~ 
tlnie festgelegten einheitlichen Grundsätze durch die 
Mitgliedstaaten, soweit sich diese G!"tmdsätze auf die 
Bewertung der Angaben beziehen, die zwecks Aufnahme 
der Wirkstoffe in Anhang 1 der Richtlinie vorgelegt 
wurden. 

(15) Die in dieser Richtlinie vorgesehenen Maßnahmen 
entsprechen der Stellungnahme des Ständigen 
Ausschusses für Pflanzenschutz vom 12. Dezember 
2000-

HAT FOLGENDE RICHTLINIE ERLASSEN: 

Artikel 1 

Anhang I der Richtlinie 91/414/EWG wird gemäß dem Anhang 
der vorliegenden Richtlinie geändert. 

Artikel 2 

(1) Die Mitgliedstaaten erlassen die erforderlichen Rechts· 
und Verwaltungsvorschriften, um dieser Richdlnie bis spä
testens L Juli 2002 nachzukommen. Sie unterrichten die 
Kommission unvenUgtich davon. 

Gemäß der Richtlinie 91/414/EWG ändern oder "l'iderrufen sie 
innerhalb dieses Zeitraums erforderlichenfalls insbesondere 
bestehende Zulassungen für Pflanzenschutzmittei, die Amitrol, 
Diquat, Pyridat oder Thiabendazo! als Wirkstoff enthalten. 
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Bel Erlass dieser Vorschrifi:en nehmen die Mitgl.ieds::aaten i:J 
den Vorschtiften selbst oder durch einen Hinweis bei der amtli
chen Veroffe:mlichung auf diese Richtlinie Bezug. Die Mitglied
staaten regeln die Einzelheiten der Bezugnahme. 

(2} Himkhthch der Bewertung und der Entscheidungsfin
dung gemäß den einheitlichen Grundsätzen des Anhangs VI der 
Rlchthrlle 91f414fEWG auf der Gr .. mdlage von Unterlagen, die 
die Anforderungen des Anhangs Ia der genannten Richtlinie 
erfüllen, lauft d:e Fnst fUr die Änderung oder den Widerruf von 
Zulassungen von Pflanzenschutzmitteln, die Amitrol, Diquat, 
Pyridat oder T.tiabendazol als einzigen \Virkstoff enthalten. bis 
zum l Januar 2006. 

(3) Bei Pilanzenschutzmltteln. die Amitro!, Diquat, Pyridat 
ode: Thiabendazol zusammen mit einem anderen noch nicht in 
Anhang ! der Rkhdmie 91/414/EWG aufgenommenen Wirk
stoff enthalten, lJufi: die Frist für die Anderung oder den 
\Viderruf von Zulassungen vier Jahre nach dem Inkrafureten 
der Richtlinie zur A:~derung des Anhangs I mit der Aufnahme 
des letzten diese: Wirkstoffe ab. 

(4) Die Mitgliedstaaten steHen die Prüfungsberichte (mit 
Ausnahme von vertraulichen Informationen im Sinne des Arti~ 
kels 14 der Richtlinie 91/414lE\VG) aUen lnteressierten zur 

Einsicht zur Verfügung oder machen sie gegebenenfalls auf 
besonderen Antrag zuga:~glich. 

(5) Die Mitgliedstaaten teilen der Kommission mit, falls die 
erforderlichen zus<:itzhchen Informationen gemäß Punkt 7 des 
Prüfungsberichts für P.Jnitroi bis zum 1. Januar 2002 :licht 
Ubemütteit wurden. In diesem Fall wird die Kommission die 
Aufnahme von A:mitrol in Anhang I der Richtlinie 9H 
414/EWG erneut übe:prüfe:1. 

jArtikd 3 

Diese Rkhtiinic tritt am 1. }a:1uar 2002 ln Kraft. 

Artikel 4 

Diese Richtlinie ist an die Mitgliedstaaten gerichteL 

Brüssel, den 5. Marz 2001 

Für die Kommission 

David BYRNE 

Mitglied d.."T Kommission 



ANHANG 

Die folgenden Einträge {Nummern 14 bis 17} wt"rden an dle Tabeile in Anhang l der Rich!linie 91/414/EWG angefügt: 

" -
Ne Gemeinsamer Name, 

JUP AC-ßczeithmmg Reinheit (I) Krtmnummem lnkultu·cwn Befrb:Hmg der 
s,mJetl>t'~timtm.mgen Elntragung 

-- ,_., .. ,. .. , .. ", .. 
.14 Amitrol 1 H 1 ,2,4]~Triazole- 3-yl-amine 900 g/kg LU002 31.12.2011 , Nur Anwcodungl.'n ;tlll Herbizid dürfen zug:cbsst:n werden. 

CAS-Nr. 61-82-5 Bei der Anwendung der einhcitlic.hcu Grunds.atn' gemäß Anht~ng VI sind llie 5( hluss-
CfPAC-Nre 90 folgerungendes vom Ständi!~Ct! Ansschuss filr PflanzcnsdH!IZ am 12. Dezember 20üü 

abgeschtos.."t!nen Prüf1mg:sberkhts Uber Amitrol und inshcsondt~re dt~sscn Anlag<:n l 
und U zu bcriicksicht!gen. Ud dieser Bewertung sollten die Mitgliedstaaten: 

- der Anwender.skherhcit be,<><mdcrc Aufmcrksamk~it widmen; 

- dem GrundwasscrschHti': in gefährdeten Gebieten, in1(hesondtn· im Hinhlick .,uf 
Anwendungen in Nicht··Kulturland, besondere Aufrnerbamkeit widmen: 

dt't11 Schutz von Nutzarthropod~;n besondere Aufmerks.1mkcit widmen; 

f ·-- dem Schutz von Vögclu und wildlebenden Säugetieren besondere Aufmerksamkeit 
widmen. Die Anwendung von Amitrol w1ihreud der Brut1.eit sollte nur z.t>gci.lssen 
werden, wenn durch eine entSJlrechemle keine unannehmbaren 
Auswirkungt~n nachgewiesen wurden und wenn die Zulassungsbedingungen gege~ 
benenfalls Maßnahmen zur Risikobegrenzung umfass:t•n. 

-·-
15 Dlquat 9,1 O-Dihydro-8a,l Oa·diazonla~ 950 g/kg 1.1.2002 ll.l2.l0ll Auf det Grundlage der vorliegenden lnformatinnen dUrfen nur Anwendungen als 

CAS~Nr. 2764~72-9 (lon}, phenamhrcn-ion (Dihromid) Bodenherbizid und Sikkations-Mlud zugelassen werden. Anwendungen zttr B<·kämp-
85-00~7 (Dibromid} fung von Wasserunkräutern dürfen nicht zugdnssen werden. 

CIPAC-Nr. 55 Bei der Anwendung der einheitlichen Grundsätze gcmäli: Anhang V! sind die Schluss-
folgerungen des vom Stimdigen AusschU'lS fUr I%mzenschutz am 12. Dezember 2000 
ahgeschlossenen Prüfungsher:lchts über Diqua! und insbesondere dessen Anlagen !und 
H zu berucksJChtigen. Bei dieser Bewertung sollten die Mitgliedstaaten: 

! - besonders auf die potenziellen Auswirkungen auf W01sserorgauismen achten und 
Si(herstcllcn, dass die Zuha.~ungsbedingungen gegebenenfalls Maßnahmen zur Rlsi~ 
kommdcrung umfassen; 

- der Anwendersichcrhflt bd nich!professioncller Anwendung besondere Aufmerk-
samke:it widmen und dafür Sorge u·agen, dass die Zulassungsbedingungen 
nenfalls. Maßnahmen zur Risikob<'grcnzung umfassen, __ "_~----- -----·---

16 Pyridat 6-Chlnr-) -phenylpyridazin-4-yi)S- 900 gfkg 1.1.1002 3 1.12.20]] Nur Anwendungen als Herbizid dürfen wgdaSSf.m werrh:n. 
CAS-Nr. 555l2-H.9 octyl-thiocarbonat 

Bei der Anwendung der einheitlichen (;rundsatze gemäß Anhang Vl sind die- Sthluss-
CIPAC-Nr. 447 folgerungcn des vom Ständigen Ausschuss fUr Pflanzenschutz am l 2. Da.embcr ::WOO 

abgeschlossenen Prüfungsberichts über Pyrtdat und insbesondere dessen AnL1g('n l und 
II zu berücksichtigen. Bei dieser Bewertung süiltcn die Mitgliedstaaten: 

- dem Grundwasserschutz besondere Au(nH."Ibamkeit widmen; 

- besonders. ~uf die potenziellen Au&wirkungen auf Wasserorganismen achten unO I sicherstellen, dass d1c Zulassungsbedingungen gegebenenfalls Maßnahmen zm Hisi· 
komindcrung umfassen. 
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Ne 
Gt>mdnsamt'r Name, 

IUPAC·Beztkhnung Hdnhei! j 1) lnkraf!ln~trn 
Befristung der 

Kennnummern Eintr.1gung 
~~-· -- --~·-·~ . ---~""""~ ---~ 

17 Thiahendazol 2 -Th ia:.wl-4-yl-l H-bcnzimidazol 985 gfkg 1.1.2002 ll.lUOll 

CAS-Nr. 148-79-8 

CIPAC-Nr. 123 

,_,.,_, 

l1) Nähere Angaben zur ldeolilät und Spetifikation der Wirks1ollt 5üld hl ~n betreffenden PrU(ung~lu.'rithten f~o:balten.~ 

" ·--· 
.Sündt•rbt·~timmung~n 

---- - --------
Nur Anwendungen als Fungizid dhrfen zugelassen werden. l:l!attspritt.ungen dürfen 
nidu zugelassen werden. 

ßei der Anwendung der einheitlicht•n Grunds.1tzc gcmäR Anhang VI sind die &hlu$S-
folgerungen des vom Staudigen :\ussdmss für Pllam.ensdmtz arn 1 2. De-z.cmbcr 1000 
abgt>schlosst•ncn PriJfungsbNichts ühcr Thiabcndazol und insbesondere dessen 
Anlagen I und II zu berücksichtigen. Bei dieser Bewertung sollten die MitgHNbUl<Ut•n' 

~ dem Schutz von Wasserorganismen und Scdiment!chcwesen besondcH· Aufmerk-
samkcit widm('n und skherstdlen. da5s die Zula~~ungsbedingungt•n j;l'g<:b\'·nenfalls 
Maf<nahmrn zur Risikomioderilng umf;~ssen. 

Es mitsscn geeignete Magnahmen :wr Risikobegrenzung {7" B. Klärung mil Kic::.dg:ur 
ot:kr Aktivkohle) durJ;hgeführt werden. um Oherfl~d!tngewas:.er vor übermitRiger 
KomamiJJ.atlon dutYh Abwasser zu schi.it?,en. 
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COMMIS:SION DIRECTIVE 2001/21/EC 

of 5 March ZOO 1 

amending Annex l to Council Directive 91/414/EEC concerning the pladng of plant protection 
products on the market to indude amitrole, diquat, pyrida.te and thiahendazole as acdve substances 

1HE COMM1SSION OF THE EUROPE~N COMMUN1T1ES. 

Having regard to the Treaty estabiishing the European 
Community, 

Having regard to CouncH Dire<;tive 91j414jEEC of 15 July 
1991 conceming the placing of plant protection products on 
the market (1), as last ame:1ded by Comrnission Directive 2000[ 
80fEC {'). and in particular Article 6(1) thereof. 

\Vhereas: 

(1i Commlssion Regulation (EF.Q No 3600/92 of II 
December 1992 laying down the detailed rules for the 
implementatlon of the firsr stage of the programme of 
work referred to in Artide 8(2) of Directive 91/414jEEC 
conceming the placing of plant protection products on 
the market ('), as last amended by Regulation (EC) No 
2266/2000 ('), laid down the detailed rules for the 
implementation of the first stage of the programme of 
work referred to in Anide 8{2} ofDirective 91/414/EEC 
1bereinafter referred to as 'the Directive). Pursuam to 
that Regulation, Commission Regulation (EQ No 933[ 
94 of 27 April 1994 la~ing down the active substances 
of plant protection products and designating the rappor~ 
teur Member Stare for tbe implementation of Regulation 
(EEC) No 3600/92 (5), as last amended by Regulation 
(EC) No 2230/95 ('), laid do"'Il the hst of active 
mbstances of plant protection products to be assessed, 
with a view to their possible inclusion in Annex l to the 
Directive" 

{2) In accordance v.ith Artic.le 5(1) of the Diroctive, an 
active substance should be included in Annex l for a 
pertod not exceeding 1 0 years jf it may be expea.ed that 
neither the use of, nor residues from, plant protection 
products containing the active substance will have an}' 
hannful effects on human or animal health or on 
groundwater or any un.acceptable in:fluence on the en'rir
onment. 

{3) For amitrole, diquat, pytidate and thiabendazole the 
effects on human health and the environment have been 
assessed in accordance wtth the provisions laid down in 
Regulation (EEQ No 3600/92 for a range of uses 
proposed by the respective notifiers. Under Regulation 
(EQ No 933j94, France was designated as rapporteur 
Member State for amitrole, the United Kingdom for 
diquat, and Spain for thiabendazoie. Awtria was desig
n.ated as rapporteur Member State for pyridate under 
Regulation (EQ No 491j95 (') amending Regulation 

1'1 Oj L 230, 19.&.1991, p. l. 
1'1 0) L 309, 9.12.2000. p. 14. 
(') OJ L 366, 15.11.1992. p. 10. 
1'1 OJ L 259, !3.10.1{){){). p. 27. 
(') 0) L 107, 28.4.1994, p. 8 
(') 0) L 225, 22.9.!995. p. l. 
(') OJ L 49. 4.3.!995, p. 50. 

(EEC) No 3600/92 and Regulation (EC) No 933{94, in 
partic:.dar with regard to the btegration of the desig
nated public authorities and the producers in Austria, 
Finland and Sweden in the hnplementation of the first 
stage of the programme of work referred to in Artide 
8(2) of the Directive. The rapporteur Membe: States 
submitred the relevam assessment report and recom
mendation to the Commission on 30 April 1996 
(arnitrole), on 2 April 1996 (dlquat), on 18 November 
1996 (pyridate) and 30 April 1996 (thiabendazole) in 
accordance wlth Article 7(l)(c) of Regulation (EEQ No 
l600j92. 

{4) These assessment reports have been reviewed by the 
Member States and the Commission \\ithin the Standing 
Committee on Plant Health. The revlews were finalised 
on 12 Decernber 2000 in the fonnat of the respective 
Commission review reports for amitrole, diquat, pyridate 
and thiabendazole. if the revi.ew repon:s have to be 
updated to take account of technical and scientific devd
opments, the conditions for the indusion of the 
substances concerned ln Annex i to the Directive will 
also need to be amended in accordance with the 
Directive, 

(5} The dossier and the information from the review of 
amirrole were submitred to rhe Scientific Committee for 
Plants for consultation. In its opinion of 6 June 2000 (i), 
the Committee confirmed the acceptab!e operator 
exposure level selected and affered advice on the inter
pretation of the long-tenn studies in rodents. The 
recommendations were ta.ken into consideration in thjs 
Directive and in the relevant revlew report. 

(6) The dossier and the Information from the review of 
diquat were also submitred to the Scientific Committee 
for Plants for consultation. In its opinion of 5 April 
2000 (q}, the Commlttee offered adVice on the inter~ 
pretation of the avaHable smdies on bird reproduction, 
on potential tong~~errn effects of residues bound to soil 
partides, on rhe potential environmemai irnpa.ct of 
aquatic weed control, and on certain aspec:ts of operator 
and consumer exposure. The Committee offered its 
interpretation of the bird reproduction studies availabie. 
It concluded that there are no indications that residues 
in soil Mll have unacceptabie effects. Furtber, the 
Committee noted that aquatic weed comrol uses of 
diquat may pose a higb risk to non-target aquatic organ~ 
isms and insuffident data is availab]e to demoostrare 
that efßdent risk mitigation measures can be applied. 

(~) &lentific Commirtee on i?lants SCPlAMITR/002 ünaL 
fl) &::ientific Committee on Pla:ms .SCP,1DlQUAT/002 final, 
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(7) 

(8) 

(9) 

\Vith regard to operator exposure, the Co:nmin:ee 
advised that measures should be considered to limit 
exposure of no:1-professional users. FinaUy. the 
Commirtee noted that insuffident infonnation is avail· 
able co fully assess the dietary exposure of consumers 
related to uses as de.siccant in small grain cereals. Those 
opinions were taken lnto consideration in this Directive 
and in the relevant revtew repott. 

For pyridate also, the dossier and the information from 
the rev'iew were submitted to the Scientific Commmee 
for Plants for \':onsultation. In its opinion of 6 June 
2000 ('), the Commlttee confinned the validit:y of the 
acceptable operator exposure level selected withjn the 
Standing Committee on Plant Health, 

For thiabendazole as wcli, the dossier and the infonna
tion from the review were submitted t0 the Scientillc 
Comrnittee for Plants for consultation. ln its opini-on of 
22 September 2000 (1), the Committee confirmed rhat 
the intended posr-harvest uses of thiabendazole for fruit 
and pm:atoes will not pose an unacceptable risk to 
aquatic organisms, provided that adequate risk mftlga· 
tion measures are appiied. This recommendation was 
taken into conslderation in this Directlve and in the 
relevant review report. 

It has appeared from the various examinations made 
that ptant prmection products containing the active 
substances concerned may be e..xpected to satisfy, in 
genera.L the requtrements ]aid down in Artide 5{1 )(a) 
and (b) of the Directive, in particular with regard to the 
uses which were examined and detailed in the Commis
sion review report. It is therefore appropriate to include 
the active subs.tances concemed in Annex (, in order w 
ensure that in all Member Stat.es the authorisations of 
plant protection producrs conraining the active 
substances concemed can be granred in accordance with 
the provisions of the sald Directive. 

(10) Article 5(5) of the Dlrective provides that the inclusion 
of an active substance in Annex l can be reviewed at any 
time if there are indications that the crireria for inclusioTI 
are no Ionger satisfied. Therefore, the Comrnission will 
reconsider the inclusion in Annex I of amitroie if the 
requested additional Information as oudined in point 7 
of the review report were not submined. 

(11) The Directive provides that after indusion of an active 
substance in Annex [, Mernber States must, within a 
prescribed period. grant, vary or withdraw, as appro
priate, the authorisations of the plant protection prod~ 
ucts comaining the active substance. In partlcular, plant 
protection products shoutrl not be authorised unless 
account is taken of the conrlitions associated with the 
indusion of the active substance in Annex I and + l,e 
uniform prindples !aid down in the Directive on the 

{1) Scienhfic Comminee on Plants SCP/PYRID/002 final 
(lf Sdentific Comrnittee on Pla11ts SCP{fHIA8EN/002·final. 

basis of a. dossier satisf)ing rhe prescribed ciatll require
mems. 

(111 A re:asonabie period rnust be p-rovided for before an 
active substance !s lnduded in Annex I in order to 

permit Member States and the interested pilrties to 

prepare themselves m meet the new requireme:nts which 
wiU result from the indusion. Moreover, after indusion, 
a reaso;Jable period is necessary to permit Mernber 
States to implement the provisions of the Directive on 
plant protection products containing arnitrole, diquat, 
pyridate or thi-abendazole. [n particular, Member States 
must, w:ithin that period, re\'iew existing authorisations 
and, where approp::fate, grant new authorisations in 
accordance with the provisions of the Directive. A 
tonger period should be provided for the submission 
and assessment of the complete dossier of each plant 
protection product in accordance 'With the uniform prin
ciples laid down in the Dtre:ctive. For plant protection 
products containing severai active substa.nces, the 
comp]ete eValuation on the basis of the uniform princi
ples can only be c.arried out when all the active 
substances concemed have been included in Annex I to 
the Directive. 

(13) lt is appropriate to provide that the finaUsed reView 
reports (except for confidential information) are kept 
available or made available by the Member States for 
consultation by any inrerested parties. 

(14) The re\-iew repotts are required for the proper imple~ 
mentation bv the Member Stares, of several sections of 
the uniform 'principles taid down in the Directive, where 
those principies refer to the evaluation of the data which 
were submitted for the purpose of the indusion of the 
active substam:es in Annex I to the Directive. 

{1 5} nie measures provided for in this Directive are in 
accordance with the opinion of the Standing Cornrnittee 
on Plant Health delivered on 12 December 2000, 

HAS ADOITED TH!S D!RECTIVE; 

Arride 1 

Annex I to Directive 91/414/EEC is amended as setout in the 
Annex to this Directlve, 

Attide 2 

1. Member States shaH bring into force the laws, reguiations 
and administrative provisions necessary to cornpiy \V:ith this 
Dlrective, by 1 july 2002 at the latest. They shall forthwith 
Jnform the Commission thereof, 

[n particular they shall, in accordance with Directive 91j 
414/EEC. where necessary. amend orwithdraw existing author~ 
lsations for plant protection products containing amitrole, 
diquat, pyridate or thiabendazole as active substances by that 
date. 
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Wüen Member States adopt those provisions. they shall 
contain a reference to this Directive or shaU be accompanied by 
such a reference on the occasion of their offidai publication" 
Member State_s shaH determine how such reference is. to be 
made. 

2. With regard to ~,raluation and decislon-makJng pursuant 
w the uniform prindples provided for in Annex VI to Directive 
91f414/EEC on tbe bas.is of a dossier satisfying the require
ments of Annex H~ thereto, the deadHne for .a:nending or 
withdra'tVing ::n.tthorisations for plam protection products 
containing amitrole, diquat, pyridate or thiabendazole as the 
only active substance shaH be I Janua:y 2006. 

3. For plant protection produc[S comaining amitroie, diquat, 
pyridate or thiabendazole togethe: wirb another active 
substance which is in Annex I to Dire(tive 91/414/EEC, the 
period for amending or 1YithdraWing authorisations shall exptre 
four years after the entry into force of the Directive whlch 
amended Annex l so as to add the last of those substances to Ir. 

4. Member States shaH keep available the re:view reports for 
a.'Tlitrole, diquat, pyridate and thiabendazole (except for confi· 
dential information within the meaning of Artide 14 of 

----
Dlrectlve 91 }414/EEO for consulration by any interesred 
parties or sball make it available w them on specific requesc 

5. Member States shaU inform the Com:nission if the 
requested additional inforrnation outlined in pomt 7 of the 
Review Report for amitrole fs not submitted ?y 1 Januaty 
2002. In such case the Cornmissio~1 v.'ill reconsider the indu~ 
sion of amürole in A.nnex I to Directive 91j4 H{EEC. 

Art!de 3 

This Directive shall enter into force on 1 January, 2002. 

Anide 4 

This Directive is addressed to the Member Stares. 

Done at Brusse!s, 5 March 2001. 

For the Commission 

David BYRNE 

Member of rhe C0111mi.ssior. 



ANNEX 

The fo!lowing entries {numbered 14 to 17) shaJI be added at the end of the table itJ Annex I to Oirective 91/414/EC: 

N" 

'14 

15 

16 

Common name, 
identiikation numhers 

Amitrole 

CAS No &1-82-5 

C!PAC No 90 

Diquat 

CAS No 1764-72-9 (ion), 
85-00-7 (dihromide) 

CIPAC No 55 

Pyridate 

CAS No 55512-33.9 

C!PAC No 447 

HJPACname 

H~[ 1,2,4 J-tria?,ole- ~-ylam~ne 

9,1 0-Dihydro-Sa, 1 Oa~ia:wnia
phcnanthrene ion {dibrom.lde) 

Purity {1) 

900 

950 gfkg 

6-Chloro-3-phenylpyridaz.in-4-yl S- I 900 g/kg 
octyl thiocarbonate 

"" 

Entry into 
fortc 

1.1.2002 

1.UUll2 

l.l.2002 

Expintion 
of induslon 

31.12.2011 

Jl.l2.20ll 

Spedfk pn:whions 

Only uses as herbidde may be authorised 

For the implemcntatkm of the uniform 
review tt'-fJOt! 011 amitrole, and in 
the Standing Committee on Plant 
account. ln this overall a.ssessment 

of Annex VI, thc condtLsions of the 
I and !I thcn:of. as finaliscd in 

2000 shall bc taken into 

nmst pay particul.ar attenHon to thc prottxtkm of opCflltors 

must pay particular attention to the protectlon of the groundwater ln vulnerable 
areas, in partkular with respcct to non-cror uses 

must pay particular attention to the protection of bcndkial arthropods 

particular attention to the prote<:tion of birds and wild mamnmk Usc of 
during thc hreeding season may only be authorised when an approprl;He 

risk as!ies:>mem ha:s demonstrated that thcre is no unacceptabic impact and when 
the conditions of authorisation iudutk, whcrc approprinte, risk miti11:ati<m mcas
ures 

On ehe basis of currently avai!ablc informaritm, on!y u.~es as tt~rre.~trial hcrbkidc anti 
dcsiccant may be authmised. U11e~ in aquatic weed control shal! not be authoris('d 

For the implementation of thc uni(orm principles of Annex. VI, rhe conclusions of tbe 
review report on diquat, and in particuJar Appendices I and Il thereof. as finalistd in 
tbe Standing Cotnmittee on Plant Healtb on 12 December 2000 shall be takcn imo 
account. In this overall as~cssment Member States: 

must pay particular attention to the _ 
must ensure that the J:onditions of authorisatlon 
mitigaüon mcusures 

orgattisms and 
apptopriate, risk 

n1ust pay particular attention tu opt'fator safery as related to non-profeMioual use 
and mttst ensure that thc conditions of authorisarlon lndudc, wherc appmpriate, 
risk mitigalion mcasurcs 

31.12.1011 I Otdy uses as hcrbicide may bc authorised 

For thc impiemt>ntation nf the uniform pricipks of Atnlt"X VI, the condusfnns of thc 
on pyridatc, and in particular Appcndices 1 aud II thereof, as linaliscd in 
Committee on rhmt Hcalth on 12 Deccmher 2000 sh>Jll be takcn imo 

account in this overall asscssment Member Statcs: 

mus.t pay particular attention to thc prott'ctkm of groundwatcr 

must pay particular attemion to thr potential impact on aqualic org;1nisms and 
must ensure that the conditions of authorisation indude, wherc ap-propriate, risk 
mitigat~on measures 
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No 

17 

fmnmon name, 
identifkaüon numbcr~ 

Th!<~bendaz:ole 

CAS No 148-79-8 

ClPAC No J2J 

!Ul'AC n~me Purlty {1) 

2-Thiazo!-4wyl-l H-benzimidazole 985 

Entry inlo 
forcc 

1.L2002 

SpccHk provb;inns 

. uses as fuugicide may be authoriseJ. Foliar spray applkarions 
author:iset! 

shall not hc 

For the implemental!on of the unifon:n pricipies of Annex VI, thc condusions of the 
revlcw n'port on thiabe-uda?,o!e, and ln partiwlar Appendices l and ll the-reof, as 
finallsed in rhe Standing Committee on Plam Hcalth on 12 Deccmbcr 2000 shall bc 
taken into account. In 1his overall asse-ssmem Mcmbet Statcs: 

must pay particul.tr auem1on to the proteLtion of 
organi.~ms and must cnsttre that the conditions 
appropriate, risk mitigation measurcs 

unJ scdim<'nt-dwdling 
«uthorisation indudc, wht're 

Suitahle risk rnltigation measures (e.g. depuration with diatom earth or activat<'d 
carbotl) have 10 be implcmcntcd tü ptotect surface wal~rs frmn unJ~\--c:eptabic Ieveis of 
(Ontamination via wastewater 

----'--------'----------'-----'-----'----'---------------------
{1) Further details on idcnlity >tnJ ~pecifkat!on o( actiw: substance ur providrd in the revi('W report,' 
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EUROPEAN COMMISSION 
DIRECTORATE·GENERAL HEALTH & CONSUMER PROTECTION 

Directorate E • PubfiC, animal .and p!a;;t hea!th 
Un!t E1 Legislation relating to crop products and anfma! nutrition 

Review report for the active substance amitrole 

Amitrole 

6839/VI/97-final 

22 March 200 I 

Finalised in the Standing Committee on Plant Health at its meeting on 12 December 2000 
in view of the inclusion of amitrole in Annex I of Directive 91/414/EEC 

1. Procerlure followed for the re-evaluation process 

This review report has been established as a result of the re-evaluation of amitrole, made in the 
context of the work programme for review of existing active substances provided for in Article 
8(2) 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. 

Com1nission Regulation (EEC) No 3600/92(') laying down the detailed !Uies for the 
implementation of the first stage of the programme of work referred to in Article 8(2) of 
Council Directive 91/414/EEC, as last amended by Regulation (EC) No 1972/99(\ has laid 
down the detailed !Ules on the procedure according to which the re-evaluation has to be carried 
out. amitrole is one of the 90 existing active substances covered by this Regulation. 

ln accordance with the provisions of Article 4 of Regulation (EEC) No 3600192, Bayer AG on 
21 July 1993, CFPI on 28 July !993, Helm AGon 23 July 1993, SA Jo1m & Stephen B. on 29 
July 1993 and RV. Luxan on 21 July 1993 notified to the Commission of their wish to secure 
the inclusion of the active substance arnitrole in Annex I to the Directive. 

ln accordance with the provisions of Article 5 of Regulation (EEC) No 3600/92, the 
Commission, by its Regulation (EEC) No 933/94(\ as last amended by Regulation (EC) No 
2230/95(4

), designated France as rapporteur Member Stare to carry out the assessment of 
amitrole on the basis of the dossiers submitted by the notifiers. In the same Regulation, the 
Commissinn specified furthermore the deadline for the notifiers with regard to the submission 
to the rapporteur Member States of the dossiers required under Art.icle 6(2} of Regulation (EEC) 

1 OJ No L 366, 15.12.1992, p.lO. 

2 OJ No L 244, !6.09.1999, p,4L 
3 OJ No L 107, 28.04.!994, p.8. 

4 OJ No L 225,22.09.1995. p.l. 
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No 3600/92, as well as for other parties with regard to further technical and scientific 
infom1ation: for amitrole this deadlinewas 30 April 1995. 

Bayer AG and CFPI jointly submitted a dossier to the rapp011eur Member State. CFPI was the 
main data submitter, with a dossier which did not contain substamial data gaps. taking into 
account the supported uses. The dossierwas considered as complete. No information has further 
been submitted by third parties. 

In accordance with the provisions of Article 7(1) of Regulation (EEC) No 3600/92, France 
submitted on 30 April 1996 to the Commission the report of its examination. hereafter referred 
to as the draft assessrnent report, including, as required, a recommendation conceming the 
possible inclusion of amitrole in Annex I to the Directive. Moreover, in accordance with the 
same provisions, the Commission and the Member Stares received also the summary dossier on 
amitrole from CFPI, on 6 January 1997. 

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the 
Commission forwarded for consultation the draft assessment report to all the Member States on 
25 October 1996 as well as to CFPI being the main data submitter, on 6 November 1996. 

The Commission organised an intensive consulration of technical experts from a certain number 
of Member States, to review the draft assessment report and the comments received thereon 
(peer review), in particular on each of the following disciplines: 

identity and physical /chemical properlies : 
fate and behaviour in the environment : 
ecotoxicology : 
mammalian toxicology: 
residues and anai)1ica! methods : 
regulatory questions. 

The meetings for this consultation were organised on behalf of the Commission by the Pesticide 
Safety Directorate (PSD) in York, United Kingdom, from January to April1997. 

The report of the peer review (i.e. full report) was circulated, for further consultation, to 
Member States and the main data submitter on 10 April 1997 for cornments m1d further 
clarification. 

In accordance with the provJsJons of Article 6( 4) of Directi ve 91/414/EEC conceming 
consultation in the light of a possible unfavourable decision for the active substance the 
Commission organised a tripartite meeting with the main data submitter and the rapporteur 
Member State for this active substance on 17 November 1997. 

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the dossier, 
the draft assessment report, the peer review report (i.e. full report) and the comments and 
elarifications on the remaining issues, received after the peer review were referred to the 
Starrding Committee on Plant Health, and specialised working groups of this Committee, for 
final examination, with participation of exr ;rts from the 15 Member States. This final 
examination took place from February 1998 to October 2000, and was fina!ised in the meeting 
of the Standing Committee on 12 December 2000. 
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The present review report contains the conclusions of this final examinal!on; given the 
importance of the draft assessment report, the peer review report (i.e. full report) and the 
comments and clarificarions submitted m'rer 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 iL 

These documents were also submitred to the Scientific Committee for Plants for separate 
consu!tation. The report of this Committee was fonnally adopted on 6 June 2000 
(SCP/AMITR/002-Final 5). 

2- Purposes of this review report 

This review report, including the background documents and appendices thereto, have been 
deveioped and finalised in support of the Direclive 2001/21/EC concerning the inclusion of 
amitrole in Annex I to Directive 91/414/EEC, and to assist the Member States in decisions on 
individual plant protection products containing amitrole they have to take in accordance with 
the provisionsofthat Directive, andin particular the provisions of article 4(1) and the unifonn 
principles laid down 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 thar Member States, in evaluating applications and 
granting authorisations, shaLl take into account the infonnation concerning the active substance 
in Annex II of the directive, submitted for the purpose of inclusion of the active substance in 
Annex I, as weli as the result of the evaluation of those data. 

In accordance with the provisions of Article 7(6) of Regulation (EEC) No 3600/92, Member 
States will keep available or make available this review report for consultation by any interested 
parties or will make it available to them on their specific request Moreover the Commission 
will send a copy ofthis review report (not including rhe background documents) to all opemtors 
having notified for this active substance under Arlicle 4(1) of this Regulation. 

The infonnation in this review report is, at least partly, based on infonnation which is 
confidential and/or proteered under the provisions of Directive 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 third countries, for which the applicant has not 
demonstrated to have regulatory access to the infonnarion on which this review repmt is based. 

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

The overd!l conclusion from the evaluation is that it may be expected that plant protection 
products containing amitrole will fulfilthe 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 
particular requirements in sections 4, 5, 6 and 7 of this report, as well as to the implementation 

5 Opinion of the scientific Committee on Plants regard!ng tbe inclusion of amitrole in Annex I to Councii 
Directive 911414/EEC conceming the placing of plant protection products on rhe market 
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of the provisions of Article 4(l) and the unifonn principles laid down in Annex VI of Directive 
91/414/EEC, for each amitrole containing plant protection product for which Member States 
will grant or review the authorisation. 

Furthennore, these conclusions were reached within the framework of the following uses which 
were proposed and supported by the main data submitter: 

Herbicide for non-selective control of annual and perennial monocotyledonous and 
dicotyledonous weeds in vineyards, orchards, for intercropping and minimum tillage, 
and non-crop uses like railroads, roadsides or industrial settings. 

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 unifonn principles laid down in Annex VI of Directive 
911414/EEC. 

With particular regard to residues, the review has established that the residues arising from the 
proposed uses, consequent on application consistent with good plant protection practice, have 
no harmful effects on human or animal health. The Theoretical Maximum Daily Intake (TMDI; 
excluding water and products of animal origin) for a 60 kg adult is < 3 % of the Acceptable 
Daily lntake (ADI), based on the FAOIWHO European Diet (August 1994). Additional intake 
from water and products of animal origin arenot expected to give rise to intake problems. 

The review has identitled several acceptable exposure seenarios for operators, workers and 
bystanders, which require however to be confinned for each plant protection product in 
accordance with the relevant sections of the above mentioned unifonn principles. 

The review has also concluded that under the proposed and supported conditions of use there 
are no unacceptable effects on the environment, as provided for in Anicle 4 (1) (b) (iv} and (v) 
of Directive 91/414/EEC, provided that certain conditions are taken into account as detailed in 
section 6 of this report. 

4. Identity and Physical/chemical properties 

The main identity and the physical/chemical propenies of arnitrole are gi ven in Appendix I. 

The active substance shall comply with the FAO specification and there seem nottobe reasons 
for deviating from that specification; the FAO specification is given in Appendix I of this report 

The review has established that for the active substance notified by the main data submitter 
CFPI none of the manufacturing impurities considered are, on the basis of information currently 
available, of toxicological or environmental concern. 

In accordance with the provisions of Article 13(5} of Directive 91/414/EEC, France is also 
satisfied, on the basis of the infonnation currently available, that the substances notified by 
Bayer AG does not, in the meaning of A.rticle 13(2) and (5) of the Directive, differ significantly 
in degree of purity and nature of impurities from the composition registered in the dossier 
submitted by the main data submitter. 
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5. Endpoints and related information 

In order to facilitate Member States, in grantingor reviewing authorisarions, to apply adequately 
the provisions of Article 4(1) of Directive 91/414fEEC and the uniform principles laid down in 
Annex VI ofthat Directive, the most important endpoints as identified during the re-evaluation 
process are set out under point 1 above. These endpoints are listed in Appendix II. 

6. Particular conditions to be taken into account on short term basis by Member 
States in relation to the granting of authorisations of plant protection products 
containing arnitrole 

On the basis of the proposed and supported uses, the following particular issues have been 
identified as requiring particular and short term attention from all Member States, in the 
framework of any authorisations tobe granted, varied or withdrawn, as appropriate: 

Operator exposure: Member states must pay particular attention to the protection of 
operators. 

Protection of the groundwater in vulnerable areas, in particular with respect to non-crop 
uses. 

Protection of beneficial arthropods. 

To ensure the protection of birds and wild man:linals use of amitrole during the breeding 
season may only be authorised when an appropriate risk assessment has dernonstrated 
that there is no unacceptable impact and when the conditions of authorisation include, 
where appropriate, risk mitigation rneasures. 

7. List of studies to be generated 

The main data submit!er undertakes to identify two impurities of the active substance as 
manufactured (impurities "D" and "F")6 This data has tobe provided to the Member States by 1 
January 2002, as outlined in Article 2 of the inclusion Directive. 

Same endpoints may require the generation or submission of additional studies to be submitted 
to the Member States in order to ensure authorisations for use under certain conditions. This 
may particularly be the case for 

6 

Field studies related to the exposure of operators to permit a better estimate of the 
exposure. 
Further testing of the effects on non-target arthropods under semi-field or field 
conditions. 

See background document C 
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8. Information on studies with claimed data protection 

For information of any interested parties. Appendix ID gives information about the studies for 
which the main data submitter has claimed data protection and which during the re-evaluation 
process were considered as essential with a view to annex I inclusion. This information is only 
given to facilitate the operation of the provisions of Artic!e 13 of Directive 911414/EEC in the 
Member States. It is based on the best information available to the Commission services at the 
time this review report was prepared; but it does not prejudiee any rights or obligations of 
Memher Stares or operators with regard to its uses in the implementation of the provisions of 
Article 13 of the Directive 911414/EEC neither does it commit the Commission. 

9. Updating of this review report 

The technical infonnation in this report may require to be updated from time to time in order to 
take account of technical and scientific developments as weil as of the results of the 
exarnination of any information referred to the Commission in the framework of Articles 7, I 0 
or 11 of Directive 91/414/EEC. Suchadaptations will be exarnined and finalised in the Stauding 
Committee on Plant Health, in connection with any amendment of the inclusion conditions for 
arnitrole in Annex I of the Directi ve. 
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APPENDIX I 

APPENDIX I 
Jdentty, physlcal and chemica! properJes 

04 October 2000 

ldentity, physical and chemical properties 

AMITROLE 

Common name (ISO) Amitrole 

Chemical name (IUPAC) , 1-H-1 ,2,4-triazol-3-ylamine 
' Chemical name (CA) 1-H-1 ,2,4-triazol-3-amine 

CIPAC No 90 

CASNo 61-82-5 

EECNo 613-011..()0-6 

FAO SPECIFICATION 1998 (? 900g/kg) 

1
Minimum purity The active subs!ance as manufactured shall have 

I a specified minimum purity ol at least 900 g/kg 

Molecular formula 'CzH<N4 

Molecular mass 84.08 

Structural formula 

NH2 

N-{ 
ll_ N"' .. "J 

I 
H 

I 
I 

' 

I 

I 
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Melting point 

Boiling point 

Appearance 

Relative density 

Vapour pressure 

Henry's law constant 

Solubility in water 

Solubility in organic solvents 

Partition co-efficient (log P ow) 

jHydrolytic stability (DT50) 

Dissociation constant 

Quantum yield of direct photo-
transformation in water at 1.. >290 nm 

Flammability 

Explosive properlies 

UVNIS absorption (max.) 

Photostability in water (DTso) 

. 8. 
APPENDIX I 

ldentity, physlca! and che:mica! properties 
28 September 2000 

157- 159 oc 

,Not applicable 

Colourless crystals 

1.138 at 20'C 

3.3 ·x 10'5 Pa at 20 oc' 

1.761 o·8 x Pax m3 x mol 1 at 20°C 

280 g/1 at 23 oc; pH not specified 

b64 g/1 at pH 7, 261 g/1 at pH 10 

Isopropanel : 27g/l at 20'C 

toluene: 0.02 g/1 at 20oc 

dichloromethane : 0.1 0 g/1 at 20oc 

n-hexane: < 0.01 g/1 at 20"C 

- 0.969 at pH 7 at 23 oc 

lnsignificant hydrolytic degradation at pH 5, 7 and 9 

pK, 4.14 at20°C, 
pK2 10.7 at 20°C 

Photostable 

No absorption at .'.>290nm 

Brief ignition and rapid extinction 

Lower explosion Iimit = Ca.SOO g/m3 

No sensitive to Impact 

UVmax 198 nm; € 4947 L.mor'.cm 
.; 

Stable in water. 

. 
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AMITROLE APPENDIX II 

END POit-.'TS AND RELATED INFORMATION 
1. T oxico!ogy and metaboUsm 

25 September 2000 

APPENDIX II 

END POINTSAND RELATED INFORMATION 

AMITROLE 

1 Toxicology and metabolism 

Absorption, distribution, excretion and metabolism in mammals 

Rate and extent of absorption: 

Distribution: 

Potential for accumulation: 

Rate and extent of excretion: 

Toxicologically significant compounds: 

Metabolism in animals: 

Acute toxicity 

Rat LD50 oral: 

Rat LD50 dermal: 

Rat LC50 Inhalation: 

Skin Irritation: 

Eye Irritation: 

Skin sensitization (test method used 
and result): 

Short term toxicity 

Target I critical eflect: 

Lowest relevant oral NOAEL I NOEL: 

Lowest relevant dermal NOAEL I 
NOEL: 

Lowest relevant Inhalation NOAEL I 
NOEL: 

Genotoxicity 

Almost completely absorbed; oral; rat <1 d (70 · 95%) 

Rapid to alltissues; liver highest Ievei 

No potential for accumulation 

Eliminated within 2 days; urine (70- 95%) 

Parent (50 - 60%); + triazolylaianine 

3 minor metabolites. Presence ot mercapturic acid 
metabolite. 

> 5000 mg/kg bw; no effects jy 5000 mg/kg 

> 2500 mg/kg bw; no effects > 1 0000; rabbit 

0.439 mg/1 

Not irritant. 

Not classified. 

Not a sensitizer (M and K) 

,.---------·~----·--·------, 

Thyroid inhibition/secondary liver; several species. I 
0.1 mg/kg bw/d; 90 d rat 

0.3 mg/kg bw/d; 1 y dog 

100 mg/kg/d, 28d rat 

Not toxic by inhalation 

Possible weak effect in-vitro, negative in-vivo. 
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APPENDIX II 
END POINTSAND RELATED INFORMATION 

1 , T oxico!ogy and metaboltsm 
26 September 2000 

Long term toxicity and carcinogenicity 

Target I critical effect: Thyroid inhibition; rat 

Lowest relevant NOAEL: 0.5 mg/kg bw/d; (effects on thyroid only) 

Carcinogenicity: Thyroid tumours/threshold . 

Reproductive toxicity 

Target! critical effect- Reproduction: I Thyroid : increase weight 
r-~--------~-----------------; 

Lowest relevant reproductive NOAEL I I 0,9 mg/kg/d, !wo generation rat 
NOEL: 

Target I critical effect- Developmental Rabbi!, decrease fetal weight, visceral and skeletal 
toxicity: variants r------------------------------; 
Lowest relevant developmental NOAEL 5 mg/kg/d rabbit matemal toxicity 
I NOEL: 

Delayed neurotoxicity L..l N_o_t_re_le_v_a_nt ____________ ___; 

Other toxicological studies 

Medical data 

Summary 

ADI: 

AOEL systemic: 

AOEL Inhalation: 

AOEL dermal: 

ARID (acute reference dose): 

Dermal absorption 

lndicative data 10 mg in human - 'slight Inhibition' of 
iodine uptake. 

Value Study Safety factor 

0.001 mg/kg i rat 90d 1100 
bw/d; I 
0.001 mg/kg rat 90 d 100 
bw/d 

0.25 mg/kg 4week 100 
bw/d Inhalation; rat 

11 mg/kg bw/d 3 week dermal; 100 
rabbiVrat 

Not relevant in view ot the hazard profile of the 
substance. 
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END POINTSAND RELATED INFORMATION 
2. Fate and behiavour 

12 September 2000 

2 Fate and behaviour in the environment 

2.1 Fate and behaviour in soil 

Route of degradation 

Aerobic: 

Mineralization alter 100 days: 

Non-extractable residues alter 1 00 days: 

Relevant metabofit es above 1 0 % of applied 
active substance: name and/or code 
% ol applied rate (range and maximum) 

Supplemental studies 

Anaerobic: 

Soil photolysis: 

Remarks: 

Rate of degradation 

Labaratory studies 

DT 501ab (20 oc, aerobic): 

DT90iab (20 oc, aerobic): 

DT 501ab (10 "C, aerobic): 

DT 501ab (20 oc, anaerobic): 

Field studies {country or region) 

DT sotlrom soll dissipation studies; 

DT 90f from soil dissipation studies: 

20 - 60 % after 7 d (25 °C) 

max of 20 - 50 % after 7 d 

17-19% after 100 d 

None, all detectable metabollies < 2.5 % 

Amitrole degraded more slowly than in aerobic 
conditions ( < 50 % remaining alter 56 d at 
25 oc) and high Ievels of unextractable residues 
are formed. 

Stable in dry soil in the dark (91 % on day 0 to 
66% on day 30) 

Slowly degraded in light with DT so of 73 d 

!None. 

5 d max. (22 oq 
22 d max. (22 "C) 

No data available and data not required 

< 50 % amitrole after 56 d 

1 UK site (loam soil), 20 kg/ha radiolabelled 
amitrole (April) 
DT 501 : 21 d (3-56 d period, 39 mm rainfall), 15 d 
(3-112 d period) 

RA below 30 cm < 0.3 % 
50 d (3-112 d period) 
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Soil accumulation studies: 

Soil residue studies: 

Remarks: 

e.g. effect of soll pH on degradation rate 

Adsorption/desorption 

K,/ Koc: 

pH dependence: 

Mobility 

Laboratory studies: 

Coiumn leaching: 

Aged residue leaching: 

Field studies: 

Lysimeter/Field leaching studies: 

Remarks: 

- 12-

I Not relevant 

Not relevant 

I None, 

APPENDIX !I 
END POINTSAND RELATED INFORMAllON 

2. Fate and beh1avour 
12 September 2000 

Kf: 0.15- 3.79, 8 soils OC 0.5-3.4% pH 5.3-7.4 

Koc = 20 - 202 (mean 91) same soils as above 

Within normal agricultural conditions - no effect of 
soll parameters. 

Standard soll 2.1 (worst case agricultural soll) 6.8 
% silt+clay, 0.6 % OC, pH 6: 
24- 31 %in leachate (mainly amitrole) 

Agricultural soll 32.4 % silt+clay, 2.9 % OC, 
pH 5.5: 
0.8 % max. in leachate 

lncubation time was too long (30 d) therefore 
so much has degraded the data are not 
reliable. 

No reliable data available (detection Iimit too high, 
fjg/i) 

Soll TLC shows amitrole to be intermediate to 
very mobile. 

Available monitoring data to assess risk from 
crop uses 
- ground water : no contamination (7 French 
sites, appl. To vineyard and non crop areas, 
1998) 
except at one site (point source contaminatior 
- drinking water : no contamination of drinking 
water coming from 5 French rivers. 
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APPENDIX II 
END POINTSAND RELATED INFORMATION 

2, Fata and behiavour 
12 Sep1ember 2000 

2.2 Fate and behaviour in water 

Abiotic degradation 

Hydrolytic degradation: 

Relevant metabolites: 

Photolytic degradation: 

Relevant metabolites: 

Biological degradation 

Readily biodegradable: 

Water/sediment study: 

DT50 water: 
DT90 water: 
DTso whole system: 
DT90 whole system: 

Distribution in water I sediment systems 
( active substance) 

Distribution in water I sediment systems 
( metabolites) 

Accumulation in water andlor sediment: 

DT 50 stable at pH 4/5, 7 and 9 (at 25 "C for 30 d) 

None 

Stable (at 25 'C for 30 d, pH 5-9). 

None 

Not readily biodegradable 

i 

I DTso water: 47 and 94 d 
'DT 90 water: 156 and 312 d 
DT so whole system: 91 and 95 d 
DT90 whole system: 302 and 316 d 

max. 10.3% (30 d) 

metabolites < 3 % each in water or sediment 

Amitrole is much more persistent in the sediment 
than in the soiL 

Degradation in the saturated zone LI N_o_a_·a_ta_,_n_ot_r_e_qu_i_red _________ _j 

Remarks: 

i 
I 

I 
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2.3 Fate and behaviour in air 

Volatility 

Vapeur pressure: 

Henry;s law constant: 

Photolytic degradation 

Direct photolysis in air: 

Photochemical oxidative degradation in air 

DTso: 
Volatilisation: 

Remarks: 

• i4 • 
APPENDIX II 

END POINTSAND RELATED INFORMATiON 

, 3.3 · 10'5 Pa at 20 oc 

! from soil: negligible 
I from plants: about 11 % 

2. Fate and behiavour 
12 September 2000 

Low voiatilisation under practical use conditions. 
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3 Ecotoxicology 

Terrestrial Vertebrates 

Acute ioxicity to mammals: 

Acute toxicity to birds: 

Dietary toxicity to birds: 

Reproductive toxicity to birds: 

lang term oral toxicity to mammals:: 

Aquatic Organisms 

Acute toxicity fish: 

Long term toxicity fish: 

Bioaccumulation fish: 

Acute toxicity invertebrate: 

Chronic toxicity invertebrate: 

Acute toxicity algae: 

Chronic toxicity sediment dwelling organism: 

Acute toxicity aquatic plants: 

Honeybees 

Acute oral toxicity: 

Acute contact toxlcity: 

- 15 -
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END POINTSAND RELATED INFORMATION 
3. Ecotox1co!ogy 

21 September 2000 

LDSO > 5 000 mg/kg (rat) 

LD50 (quail) > 2 150 mg/kg 

, LCSO (quail, duck)> 5 000 ppm 

NOEC (quail, duck)= 100 ppm 

NOEL ( two generation rat) = 0,9 mg/kg/d 

I LC50 (traut, 96 h) > 1 000 mg/1 

LCSO (golden orfe, 96 h) > 6 000 mg/1 

NOEC (traut, 21 d) = 100 mg/1 

BCF= 2.38 (whole fish) in 7 days 

EC50 (daphnids, 48 h) = 6.1 mg as/1 
(lest substance: SG 86%) 

NOEC (daphnids, 21 d) = 0.32 mgll 

EC50 (Sc. subspicatus, 72 h) = 2.3 mg/1 

EC50 (A. flos-aquae, 72 h) = 2.5 mg/1 

not relevant 

EC50 (L gibba, 14 d) = 2.5 mg/1 

I > 152 microg/bee 
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Other arthropod species 

Aphidius cofemani 
(adults; lab. test) 

Typhlodromus pyri 
(protonymphs; Iab. lest) 

Orius insidiosus 
(nymphs, 2nd stage; Iab. lest) 

Poecilus cupreus 
(adults; Iab. lest) 

Poeci/us cupreus 
(adults; Iab. test) 

Pardosa armentata 
(adults) 

Aleachara bilineata 
(adu!ts; Iab. test) 

Aleochara bilineata 
(adults; Iab. lest) 

Earthworms 

Acute toxicity: 

Reproductive toxicity: 

Soil micro-organisms 

Nitrogen mineralization: 

Garbon mineralization: 

- 16 -
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END POINTSAND RELATED INFORMAllON 
3" Ecotox:cctogy 

21 Septer:1ber 2000 

Effect (mortality): 80% 
(4.72 kg as/ha; test substance: SL 236 g 
as/1) 

Effect (mortality): 100 % 
(4.72 kg as/ha; lest substance SL 236 g as/1) 

Effect (mortality): 100% 
( 4. 72 kg aslha; lest substance SL 236 g as/1) 

Effect (mortality): 3.7% 
(4.72 kg as/ha; test substance SL 236 g as/1) 

Elfect (mortality): 0% 
Effect (Ioad consumption) = 1.18 * 
(14.6 kg aslha; test substance WP 50% w/w 
as) 

Effect (mortality): 100 % 
(4.9 kg as/ha; test substance WP 50% w/w as) 

Effect (mortality): 0% 
Effect (reproduction) 0.01 * 
(5.0 kg aslha; test substance WP 50% w/w as) 

I Ef!ect (mortality): 11.7% 
Effect (fecundity) = 1 .0 * 

i (5.0 kg aslha; test substance WP 50 % w/w as) 

* ratio treated/control 

I LCSO > 448 mg aslkg 

not relevant 

transient retardation of nitrification processes, 
recovery after 42 d (dose: 4 x PECs). 

no effect (dose: 4 x PECs) 

I 
I 
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AMITROLE 

APPENDIX II! 
Ust of studies 

03 October 2000 

List of studies for which the main submitter has claimed data protection 
and which during the re-evaluation process were considered as essential 
for the evaluation with a view to Annex I inclusion 1• 

8.1 ldentity, 8.2 Physical and chemical properties, 8.3 Data on application and 
further Information, 8.4 Proposals for classification and labelling, 8.5 Methods of 
analysis 

Annex Author(s) Year Title Reports2 on 
point' Source (where different from previous use 
reference company) in granting 
number Company, Report No. national 

GLP or GEP status (where authorizations 
relevant) 
Published or not 

IIA4.2.1 McGuire C.H. 1997 Validation of an analytical method 
for the determination of amitrole in 
grapes and analysis of amitrole in 
grapes 
Source : HUNTINGTON LIFE SC. 
(UK) 
Owner: CFPI 
Report Nr. : 96/CPF020/0540 
GLP 
Unpublished 

IIA4.2.5 Weber H. 1997 Validation of the Bayer method 
00125 for the determination of the 
residues of Amitrole in products of 
animal origin. 
Source : Dr. SPECHT & PARTNER 
Owner: CFPI 
Report Nr.: CFP-9501V 
GLP 
Unpublished 

1 List based on a detailed ana!ysis from Rapporteur Member State. 
2 Raports received from Member States at the date of fina!isation of the present review report (not exhaustive). 
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8.6 Toxicology and metabolism 

Annex Author(s) Year 
pointl 
reference 
number 

IIA5.1 latropoulous 1995 
M.J., Murray 
K., Wang CX 
and Williams 
G.M. 

I 
i 

IIA5.1 Anderson C. 11995 
and Brauner 
A. 

i 
I 

IIA5.1 Marty M. and 1999 
Vincent C.M. 

l 

I 
' I 

IIA5.2.1 Jouffrey S. de 1996 

IIA5.2.6 Manciaux X. 1997 

I 
I 

~ 18 . 

Title 
Source (where different from 
company) 

I 
1 Company, Report No. 
GLP or GEP status (where 
relevant) 
Published or not 

Effects of amitrole on hydrogen I peroxide degrading enzymes in rat 
and mouse liver 

i Source : AMERICAN HEAL TH 
FOUNDATION (USA) 
Owner: CFPI 
Report Nr.: RM-1510 
GLP 
Unoublished 
[5-14C]-amitrole : investigation of 
the biokinetic behaviour and the 
metabolism in the rat 
Source : BAYER AG (D) 
Owner: CFPI 
I Report Nr. : RM-508/95 
GLP 
I Unoublished 
Amitrole (3-amino-1 ,2,4-triazole) - in 
vitro cutaneous absorption through 
human skin 
Source : Faculte de Pharmacie (F) 
Owner: CFPI 
Report N r. : ---
NonGLP 
Unpublished 
Acute oral toxicity in rats - T echnical 
Amitrole 
Source : CIT (F) 
Owner: CFPI 
Report Nr.: 12897 TAR 
GLP 
Unoublished 
Amitrole - Skin sensitization lest in 
Guinea pigs I 

Source : CIT (F) 
Owner: CFPI 
Report Nr. : 14945 TSG 
GLP 
Unpublished 
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Annex Author(s) Year 
pointi 
reference 
number 

I 

11998 IIIA5.3.2 Fabreguettes 
c. I 

I 
IIA5.3.2 Fabreguettes 1998 

c. 

I 

IIA5.3.3 Roger R. 1999 

IIA5.5/02 . Jenes, R.D., 1994 
Lake, S.G. 

I 

IIA5.6.1 Richard J. 1994 

IIA5.6.2/0 Kolb, J. 1994 
6 

. 19. 

Tit!e 
Source (where different from 
company) 
Company, Report No. 
GLP or GEP status (where 
relevant) 
Published or not 
Amitrole : Ten·week toxicity study by ora! 
administration (gavage) in rats 
Source : CIT (F) 
Owner: CFPI 

IReport Nr.: 15513 TSR 
'GLP 
Unpublished 
Amitrole Fourteen-week toxicity 
study by oral administration 
(gavage) in Cynomolgus monkeys 
Source : CIT (F) 
Owner: CFPI 
Report Nr.: 15512 TSP 
GLP 
Unpublished 
Amitrole • Four-week toxicity study 
by cutaneous route in rats 
Source : CIT (F) 
Owner: CFPI 
Report Nr. : 16998 TSR 
GLP 
Unpublished 
Technicai grade Amitrole, a ehrenie 
toxicity feeding in the beagle dog. 
Source : MILES inc. 
Owner: CFPI 
Raport Nr. : 92·276-RX 
GLP 
Unpublished 
Amitrole - Two generation study by 
oral route (dietary mixture) in rats 
Source : CIT (F) 
Owner: CFPI 
Report Nr.: 95214 RSR 
GLP 

I Unpublished 
Developmental toxicity study in 
rabbits afler oral administration. 
Source : Bayer (D) 
Owner: CFPI 
Report Nr. : 23486 
GLP 
Unpublished 

' I 
I 
I 
I 
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8.7 Residue data 

Annex Author(s) Year 
poini/ 
reference 
number 

IIA6.1 Schanne C. 1998 

IIA6.6.1.1/ Placke, F. 1993 
03 

I 
IIA6.6.1.1 Anonymous 1991 

(Residue 
form) 

IIA6.6.1.1 Anonymous 1991 
(Residue ! 

I form) I 
' I 

-20-

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

C4C]-AMITROLE - Isolation and 
characterisation of an unknown 
major radioactive fraction on olives 
Source : SPRINGBORN 
Laboratorlas (CH) 
Owner: CFPI 
Report Nr.: 97-044-1002 
GLP 
Unpublished 
Determination of residues of 
Aminotriazol 50 WP in/on apples 
under actual conditions in 
Germany. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : RA-2003 (includes 
following studies : 0514-91 , 0515-
91.0516-91} 
GLP 
Unoublished 
Residues trials with Aminotriazol in 
apples in Germany. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr.: 0514-91,0515-91, 
0516-91 
GLP 
Unoublished 
Residues trials with Ustinex KR in 
apples conducted in Portugal. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : 0229-92, 0230-92 
GLP 
Unpublished 

I 
I 
I 

i 
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AMITROLE 

Annex I Author(s) 
point/ I 
reference i 
number I 

I 

IIA6.6.1.1/ I Placke, F. 
05 

! 

I 
I 

IIA6.6.1.2/ Anonymaus 
03 (Residue 

form) 

IIA6.6.2/0 Placke, F. 
1 

IIA6.6.2/0 Anonymaus 
2 (Residue 

form) 
I 
i 
' I 

I 

-21 . 

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

1994 Determination of residues ol 
Ustinex KR 70 WP in/on apples 
and pear under actual use 
conditions in Portugal. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : RA-2004 (includes 
following studies :0229-92, 0230-
92. 0231-92) 
GLP 
Unoublished 

1991 Residues trials with Ustinex KR in 
pear conducted in Portugal. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : 0231-92 

,GLP 
i Unpublished 

1994 j Determination of residues of 
Ustinex KR 70 WP In/on peaches 
under actual use conditions in 
Spain. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : RA-2005 (includes 
following studies : 0225-92, 0226-
92, 0227-92, 0228-92) 
GLP 
Unoublished 

1992 Residues trials with Ustinex KR in 
peaches conducted in Spain. 
Source : Bayer AG (D) 
Owner; CFPI 
Report Nr. : 0225-92, 0226-92, 
0227-92, 0228-92 
GLP 
Unoublished 

I 

' I 
I 
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AMITROLE 

Annex j Author(s) 
pointl ' 
reference 
number 

IIIA6.6.310 T oussaint, G. 
1 

IIA6.6.3/0 Clemson, A.D. 
2 

I 

I 
IIA6.6.3/0 Anonymaus 
3 (Residues 

form) 

I/A6.6.3/0 Placke, F. 
4 

I 

IIA6.6.3/0 Anonymaus 
5 (Residues 

I 
form) 

. 22. 

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

1992 i Determination of amitrole residues 
1 in grapes. 
Source : Hazleton (F) 
Owner: CFPI 
Report Nr. : 911101 
GLP 
Unpublished 

I Determination of amitrole residues 
in grapes : validation of the 
analytical method and analysis of 
grapes treated with Weedazol TL. 
Source : Huntingdon Life Seiences 
Ltd (UK) 
Owner: CFPI 
Report Nr.: 94/CFP017/0450 
GLP 
Unpublished 

1990 Residue trials with Ustinex KR in 
grapes in Germany. 
Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : 0724·90, 0725-90 
GLP 
Unpublished 

1993 Determination of residues of 
Ustinex KR 80 WP in grapes under 
actual use condtions in Germany. 
Source : Bayer (AG) 
Owner: CFPI 
Report Nr. : RA-2127 (inludes 
following studies : 0252-91, 0253-
91' 0254-91) 
GLP 
Unpublished 

1991 Residue trials with Ustinex KR in I grapes in Germany. 
· Source : Bayer AG (D) 
Owner: CFPI 
Report Nr. : 0252-91, 0253·91, 
0254-91 
GLP 
Unpublished 

I 

APPENDIX !II 
Ust of studies 

03 Oclooer 20-:JO 

Reports2 on 
previous use 
in granting 
national 
authorizations 

I 



-23-
AMITROLE 

B.S Environments! fate and behaviour 

Annex Author(s) Year Title 
pointl Source (where different from 
reference company) 
number Company, Report No. 

GLP or GEP status (where 
relevant) 
Published or not 

'IIA7.2.1 Scholz K. 1995 Aerobic metabolism of amitrole in an 
aquatic model ecosystem 
Source : BA VER AG (D) 
Report Nr. : MR 570/95 
Owner: CFPI 

I GLP 
I Unpublished 
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8.9 Ecotoxicology 

Annex Author(s) 
point! 
reference 
number I 

! 
f 

I 
IIA8.1.3 1 Gallagher 

S.P. 

IIA8.1.3 Gallagher 

I 
S.P. 

I 
I 

I 

IIA8.2.6 PalmerJ.S. 
and Krueger 
H.O. 

IIA8.2.6 Naudin S. 

Year Titie 
Source (where different from 
company) 
Company, Report No. 
GLP or GEP status (where 
relevant) 

J Published or not 

19991 Amitrole : A reproduction study with 
, the Mallard (Anas platyrhynchos) 
I Source : WILDLIFE 1
1NTERNATIONAL Ud (USA) 
Owner: CFPI 
Report Nr. : 461·1 08 
GLP 
Unpublished 

APPENDIX 111 
Us~ o! studies 

03 Octob€f 2000 

I Raports on 
I previous use 
I . . Im grantmg 
national 
authorizations 

1998 Amitrole : A reproduction study with 1 

the Northern bobwhite (Colinus 
virginianus) 
Source WILDLIFE 
INTERNATIONAL Lid (USA) 
Owner: CFPI 
Report Nr.: 461-107 
GLP 
Unpublished 

1998 Amitrole : A 5-day toxicity test with the 
freshwater alga (Anabaena flosaquae) 
Source : WILDLIFE 
INTERNATIONAL Ltd 

(USA) 
Owner: CFPI 
Report Nr. : 461 A-1 04 
GLP 
Unpublished 

1997 CA 1678 : Static acute toxicity test 
1with daphnids (Daphnia magna) 
JSource : SPRINGBORN I 
. Laboratorlas (CH} 
Owner: CFPI 
Report Nr: 97·042-1002 
GLP 
Unpublished 



AMITROLE 

Annex Author(s) Year 
poinV 
re!erence 
number 

I 
IIA8.2.8 PalmerJ.S. 1998 

and Krueger 
H.O. 

I 

IIA8.3.1.1 Candolfi M.P. 1996 

' 

i 
I 

IIA8.3.1.1 Sehrnilzer S. 1998 

I 

I 
I 
I 
I 

IIA8.3.2 I Candolli M.P. 1995 

Title 
Source (where different from 
company) 
Company, Report No. 
GLP or GEP status {where 
relevant) 
Published or not 
Amitrole : A 14-day toxicity test with 
duckweed (Lemna gibba) 
Source: WILDLIFE INTERNATIONAL Ltd 

(USA) 

Owner: CFPI 
Report Nr.: 461A-105 
GLP 
Unoublished 
Labaratory oral and contact test with 
the honeybee, Apis mellifera, based 
on the Eppo guideline 170 (1992) 
with Weedazol TL. 
Source SPRINGBORN Lab. 
(Europe) AG (CH) 
Owner: CFPI 

I Report Nr. : 95-033-1002 
IGLP 
I Unpublished 
Labaratory testing for toxicity (acute 
contact and oral LD50) of technical 
Amitrole to honey bees (Apis 
mellifera L.) (Hymenoptera, Apidae). 
Source : !BACON (D) 
Owner: CFPI 
Report Nr. : 288036 
GLP 
Unoublished 
Labaratory acute toxicity with the 
parasitic wasp, Aphidius colemani, 
based on Polgar ( 1988) with 
Weedazol TL. 
Source : SPRINGBORN Lab. 
{Europe) AG (CH) 
Owner: CFPI 
Report Nr.: 94-017-1002 
GLP 
Unoublished 
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AMITAOLE 

Annex I Author(s) Year 
pointl l 

I 
reference I 
number I I 

I 
I 

IIA8.3.2 Candolfi M.P. f1995 

I I I I I 
I 
! 

IIA8.3.2 Candolfi M.P. 1995 
i 

I I 
l I l 

' 

IIA8.3.2 Candolfi M.P. 1995 

I 

IIA8.3.2 Gossman A. 1999 
and Luhrs U. 

-26-

Title 
Source (where different from 
company) 
Company, Report No. 
GLP or GEP status (where 
relevant} 
Published or not 
Acute toxicity with the ground 
beetle, Poecilus cupreus, based on 
Heimbach, IOBC guidelines (1992) 
with Weedazol TL 
Source SPRINGBORN Lab. 
(Europe) AG (CH) 
Owner: CFPI 
Report Nr.: 94-019-1002 
GLP 
Unoublished 
Labaratory contact toxicity test on 
the predator Orius insidiosus 
(Heteroptera: Anthocoridae) based 
on Stäubli and pasquier ( 1988) with 
Weedazol TL. 
Source SPRINGBORN Lab. 
(Europe) AG (CH) 
Owner: CFPI 
Report Nr. : 94·020-1 002 
GLP 
Unpublished 
Labaratory contact toxicity test with 
the predacious mite, Typhlodromus 
pyri, following the method of 

1 Overmeer (1988) with Weedazol 
TL 
Source SPRINGBORN Lab. 
(Europe) AG (CH) 
Owner: CFPI 
Raport Nr.: 94-018-1002 
GLP 
Unpublished 
Elfects of CA 1678 on the Predatory 
Mite Typhlodromus pyri Scheuten 
(Acari, Phytoseiidae) • Extended 
Labaratory study 
Source : !BACON (D) 
Owner: CFPI 
Report Nr. : 3662062 
GLP 
Unr!.lblished 

' 

. 
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Annex Author(s) 
pointl 
reference 
number 

I 
IIA8.3.2 Moll M. . 

i 

i 
IIA8.7 Armstrang K. 

1 IIIA10.6.1. Candolfi M.P. 
1 

. 27. 
APPENDIX II! 
Ust ot studles 

03 Oc!ooor 2000 

Year Title Reports on 
Source (where different from previous use 

i company) in granting 
I Company, Report No. national 
GLP or GEP status (where authorizations 
relevant) I 
Published or not 

1999 Effects of CA 1678 on the Parasiteid I 
A h.d. h I . h' ' p I IUS r Opa OSip I 

, (Hymenoptera, Aphidiidae)-
1 Extended Labaratory study 
Source : !BACON (D) 
Owner: CFPI 
Report Nr.: 3661002 
GLP 
Unpublished 

1999 Amitrole : Activated sludge, respiration 
inhlbltlon test 
Source : INVERESK RESEARCH 
(UK) 
Owner: CFPI 
Report Nr. : 16952 
GLP 
Unpublished 

1995 Weedazol TL: 14-day toxlcity test with 
earthwo1111, Eisinia !oetida, based on OECD 
guideline # 207. 
Source : Springborn Lab.(Europe) 
AG (CH) 
Owner: CFPI 
Report Nr.: 95-027-1002 
GLP 
Unpublished 



SCPH 6/00 

SUMMARY REPORT 
OF THE MEETING OF THE STANDING COl\ifMITTEE ON PLANT HEAL TH 

HELD ON 12 DECEMBER 2000 IN BRUSSELS 

President : G. Dei Bino 
All Member States were presenr. 

1 Examination and possible vote on a Draft Commission Decision making it possible for 
Member States to extend provisional authorisations granted for the new active 
substances IKI 11454, TO 1145 (fosthiazate), CGA 329351 (metalaxyl-m), MON 37500 
(sulfosulfuron) and Spodoptera nuclear polyhedrosis virus (Sanco/4000/2000 rev. 3). 

Vote: favourable opinion by qualified majority (84 infavour, 4 against). 

The decision will allow Member States to extend provisional authorisations of products 
containing these substances until a final decision on Annex I inclusion can be made. 

2 Examination and possible vote on a Draft Commission Directive concerning the 
inclusion of pyridate in Annex I to Council Directive 91/414/EEC (Directive 
Sanco/4043/2000 rev 3 (Pyridate) Review Report 7576/VI/97-rev. 5). 

The Commission presented the Review Report. The Committee took note of the Review 
Report. 

The following declarations were made: 

The i>'etherlands: "The Dutch delegation is of the opinion that for national authorisations of 
pyridate it might be appropriate to use, under national use conditions, a different dennal 
absorption figure than that indicated in the endpoint lists of the Review Reports. The Dmch 
delegation is further of the opinion that for national authorisations of pyridate it might be 
appropriate to use a long-tenn AOEL instead of the present short-tenn AOEL in the 
endpoint Iist of the review reports." 

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

"The Council and the Commission note that application of lhis Directive is without 
prejudice to the legislation in force concerning the protection of workers. The Council and 
the Commission state that this principle will be unequivocaliy clarified in Directive 
91/414/EEC on the occasion of the first amendment of that Directive. The Cornmission 
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 declaration (subject to 
adequate adaptation of the deadline in the declaration). 

Vore: unanimous favourable opinion. 

3 Examination and possible vote on a Draft Commission Directive concerning the 
inclusion of amitrole in Annex I to Council Directive 91/414/EEC (Directive 
Sanco/4043/2000 rev 3 (Amitrole); Review Report 6839NI/97-rev. 4). 

The Commission presented the Review Report. The Committee took note of the Review 
Report. 

The following declarations were made: 

The Netherlands: Same declaration as for pyridate. 

Sweden: In our view it is not possible to include amitrole in Annex I to Directive 
911414/EEC, since it cannot be expected that products containing this substance will fulfil 
the conditions stated in Article 5 of the Directive, particu!arly with regard to the protection 
of operators and environment. 

One of our concems is that amitrole could be regarded as an endocrine disruptor and is 
listed in group I in the Commission draft document "Establishment of a priority !ist of 
substances for further evaluation of their role on endocrine disruplion" COM (1999)706. 
This mechanism may irnp!y that not all relevant endpoints are being covered by the standard 
toxicity tests. Thus, there is a !arger uncertainty for these kinds of substances, which has not 
been taken into adequate consideration in the present Iisk assessrnent. 

Commission: Same declaration as for pyridate. 

The Commission further declares that Article 5 (5) of Directive 91/414/EEC provides that 
the inclusion of an active substance in Annex I can be reviewed at any time if there are 
indications that the criteria for inclusion are no Ionger satisfied. Therefore, the Commission 
will reconsider the inclusion of amitrole in Annex I if the additional infom1ation as outlined 
in point 7 of the Review Report would not be submitted within the timelines provided. 

Vote: favourable opinion with qualified majoriry (67 votes infavour, 20 against). 

4 Examination and possible vore on a Draft Commission Directive concerning the 
inclusion of diquat in Annex I to Council Directive 91/414/EEC (Directive 
Sanco/4043/2000 rev 3 (Diquat); Review Report !688NI/97-rev.8). 

The Commission presented the Review Reports on the four substances. The Committee 
took note of the Review Reports. 

The following declarations were made: 

The Netherlands: Same declaration as for pyridate. 

Portugal: The portugese delegation considers that the phrase "uses in aquatic weed control 
shall not be authorised" included in the specific provisions of Annex I of the Direetive, is 

2 



not clear. Our favourable vote is based on the understanding that this phrase refers to the 
direct application of the herbicide into the water against aquatic weeds. 

This declaration is supported by Spain and Greece. 

Ireland: The terms of the proposed inclusion of diquat in Annex I of Directive 911414/EEC 
contravenes the provisions of Art. 4 of that Directive to the extend that it pre-empts 
decisions to be made by Member Stares in granting authorisations following application of 
the Uniform Principles (Annex VI) in relation to plant protection products containing 
diquat. 

Germany: Germany votes against the proposed Directive conceming diquat for the sole 
reason that it contains specific provisions concerning the authorisation and restriction of 
certain uses, which should be subject to national regulatory decisions. Germany would 
welcome if this principal question would be c!arified soon wirhin the Commission, in view 
of future decisions and with the aim to speed up decision making. 

Cnited Kingdom: The United Kingdom believes that the use of diquat as an aquatic 
herbicide under carefully controlled conditions is acceptable and should not be restricted in 
the Annex I decision. It believes that this use should be permitred and regulated by Member 
Stares in accordance with the Uniform Principles. 

However, the United Kingdom is prepared to suppon the Commission' s proposal in the 
interest of making progress with the review. This support is on the understanding that the 
issue of aquatic use will be re·considered before the Directive comes into force. The United 
Kingdom will prepare a revised risk assessment for consideration by the Scientific 
Committee on Plants to facilitate this process. 

This declaration is supported by Ireland and Greece. 

France: France has decided to vote in favour of the inclusion of diquat in Annex I of 
Council Directive 91/414/EEC. It would like to associate the fol!owing declaration to this 
vote: France considers the restriction inrroduced into the specific provisions of the Annex as 
inadequate. The evaluation of non-representative uses and/or uses specific to local 
condi!ions must be conducted by the Member States. Further, the phrasing concerning the 
specific conditions of use is not sufficiently clear. France therefore hopes that the present 
Directi ve will be revised, if the acceptability of aquatic uses can be demonstrated. 

Commission: Same declaration as for pyridate. 

In response to the declarations made by the United Kingdom and France the Commission 
declares that it will do its part to ensure that further inforn1ation concerning aquatic weed 
control with diquat will be evaluated without delay in the working groups of the Standing 
Committee for Plant Health and the Scientific Committee on Plants. 

Vote: favourable opinion with qualified majority (71 votes infavour, 16 against). 

3 



5 Examination and possible vote on a Draft Commission Directive concerning the 
inclusion of thiabendazole in Annex I to Council Directive 91/414/EEC tDirective 
Sanco/4043/2000 rev 3 (Thiabendazole) Review Report 7603NJ/97-rev. 3). 

The Commission presented the Review Report. The Committee took note of the Review 
Report. 

The fo!lowing declarations were made: 

The Netherlands: Same declaration as for pyridate. 

Sweden: Sweden declares that post harvest disease control on fruit and ware potatoes is not 
and has never been approved in Sweden. These uses have been considered not to be in linc 
with the national risk reduction policy on pesticides, with regard to consumer safety, and on 
the principles of integrated pest rnanagement Contro! of storage diseases has sufficiently 
been achieved by other rneans, such as climatic control in warehouses. Our opinion is that 
even if the MRL · s are not exceeded, a national approval for post harvest use will lead to 
increased dietary exposure for consumers and thereby counteract the national risk reduction 
policy on pesticides. Sweden intends to continue its line of action to prevent the use of 
pesticides on edible plant products. 

Germany: Germany votes in favour, but confim1s that the declaration given on diquat also 
applies to the specific provisions given for thiabendazole. 

Cornmission: Same declaration as for pyridate. 

Vote : favou rable opinion with qualified majority ( 80 votes in favour, 7 againsr ). 

6 Examination of a Commission project concerning the non·inclusion of parathion in 
Annex I to Council Directive 911414/EEC and the withdrawal of authorisations for 
plant protection products containing this active substance. 

A text for a draft proposal was not tabled. With the exception of Germany, which had not yet 
defined its position, a!l delegations expressed their support in principle for the non-inc!usion 
of parathion in Annex I to Council Directive 911414/EEC and the withdrawal of 
authorisations. 

7 Examination and possible vote on a Draft Commission Decision concerning the 
possible inclusion of certain active substances into Annex I to Directive 91/414/EEC 
(Sanco/4090/2000 rev.2; report from the Working Group Legislation). 

In relation to giving its opinion on the Draft Commission Decision conceming the possible 
inclusion of certain active substances into Annex I to Directive 911414/EEC, the Standing 
Committee on Plant Health took note of the following dara requirements, established by the 
Commission, having consulted the Commtttee for the active substances listed in its Annex. 
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I I Data requirements contained in document : 

12.4-DB 
' 

I Doc. 7602/Vl/97 rev. 15 of 15/11/00 

I Acephate i Doc. SANC0/3056/99 rev. 0-2 of 07107100 

' i Amnraz I Doc 64931Vl/99 rev 5 of 05/10/00 

Chlorpropharo I Doc. SANC0/3040/99 rev. 0-3 of 06/09/00 

Chlorpyrifos Doc. SANC0/3058/99 rev. 0-3 of 08/09/00 

i Chlorpyrifos-methyl I Doc. SANC0/3060/99 rev. 0-3 of08/09/00 

I Daminozide Doc. SANC0/3042/99 rev. 1 of 15/11/00 

I Deltamethrin Doc. 6488/Vl/99 rev. 3 of 21/12/99 

Linuron Doc. 7596/Vl/97 rev. 9 of 20/03/00 

Mecoprop Doc. SANC0/3062!99 rev. 0-2 of 07/07/00 

, 1vfecoprop-P 

I~:.:~:~~;~~::;::::::~~~:;~:;~~;~~ [ Mohnale 
! i -1 Pend1methalm i Doc 7476/Vl/98 rev t of 22/08/00 ' ' 

Propiconazole I Doc. 3048/SANC0/99 rev. 0-3 of07/07/00 

Propyzamide Doc. 6486/Vl/99 rev. 3 of 27112/99 

! Thiram Doc. 6491/Vl/99 rev. 6 of 15/11/00 

I Ziram Doc. 6492/Vl/99 rev. 5 of 15/11/00 

The following long term studies have been identified as necessary : 

Linuron : Earthworm reproduction study (Annex II, point 8.4.2) 

Molinate : Avian reproduction study (Annex II, point 8. 1.3) 

Vote: unanimous favourable opinion. 

' 

' 

I 
I 

' 

' I 

The Decision sets timelines for the submission of additional or outstanding information on 
17 substances being evaluated under the first review program. 

5 



8 Any other business. 

8.1: Final report of the FOCUS workgroup for groundwater seenarios 
(SANC0/321/2000 rev. 2). 

The Committee took note of the report. It is agreed that questions conceming the 
interpretation and decision making related to the groundwater seenarios will be further 
discussed in the Warking Group "Plant Proreetion Products - Evaluation '' in the context of 
the review of individual substances. 

8.2: Proposal for a syrnposium concerning the consequences of the review program 
under Council Directive 91/414/EEC for European agriculture (Point raised by 
Gennany). 

The Commission at this stage sees no priority to hold such a symposium. As agreed in the 
Working Group "Plant Protection Products- Legislation" Member States are asked to report 
on the expected consequences of Regulation (EC) N° 45112000 by May 2001 and further 
steps will be decided thereafter. 

8.3: Participation of accession countries in the peer review and the working groups of 
the Stauding Committee for Plant Health (Point raised by Greece). 

The Commission notes that accession countries can not, at this stage, participate in the 
Standing Committee for Plant Health and its working groups. The Comrnission will 
consider options of their participation in the peer review meetings. 

The measunes on which the Committee has given its opinion are subject to the appropriate 
procedures for formal adoption by the Comrnission. 
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1. TITLE 

OPINION OF THE SCIENTIHC COMMITTEE 0:'>1 PLANTS REGARDING THE 
INCLt:SION OF AMITROLE (AMINOTRIAZOLE) IN ANNEX I TO COt:NCIL 
DIRECTIVE 91/414/EEC CONCERNI'\G THE PLACING OF PLANT 
PROTECTION PRODUCTS ON THE MARKET 

2. TERMS OF REFERENCE 

The Scientific Comminee on Plants is requested to respond to the following questions in the 
context of the Commission's work on the implementation of Directive 91/414/EEC 1 

concerning the placing of plant protection producrs on the market. 

1) Can the Committee confirm that the appropriate study for the estimation of the AOEL 2 is 
the dermal 28-day study? If not, which study would the Committee propose? 

2) Can the Committee comment on the relevance for man of the thyroid tumors found in 
rodents? 

3. BACKGROUND 

Amitrole also known as aminotriazole is an existing active substance in the context of 
Directive 9!/414/EEC conceming the placing ofpiant protection products on the market and 
is onc of the active substances covered by the first stage of the work programme provided 
for under the Directive. 

In order to prepare its opimon, the Scientific Committee on Plants had access to 
documentation comprising a monograph prepared by France as Rapporteur Member State 
(RMS) and the recommendations of the ECC03 Peer Review Programme. 

Amitrole is a non-seleelive broad speerrum systemic herbicide mainly acting via the foliage 
but also with some activity through the roots. It is used on cultivated areas and for total 
weed comrol in non-cropping Situations, such as, roadsides, railway lines and buildings. 
Rates of applications vary from 1.2 to 3.6 kg a.s./ha. 

4. OPINION 

4.1. Question 1 

Can the Committee confirm that for amitrole, the appropriate study for the estimation 
of the AOEL is the dermal 28-day study? If not, which study would the Committee 
propose? 

I OJ L 230, 19.08.1991, p.l. 
2 Acceptable Operator Exposure Level 
3 European Cornmunlty Co-ordination 
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Opinion 

Due to the toxicological properties of amitrole, the NOAEI} of 100 mglkg bw/day 
observed in the dermal 28-day study in rats can be used for the derivation of AOEL, 
taking into consideration an estimated skin absorption rate of 0.1-1 %. 

Scientific background on which the opinion is based 

Amitrole has been subjected to extensive toxicological testing. The main resulting evidence 
can be summarised as follows: 

1, Oral absorption of amitroie in rats is fast, distribution is rapid without evidence of 
accumulation, metabolism is limited, and excretion is complete mainly through urine as 
unchanged compound. Blood Ievels of amitrole in rats are identical alter 4 and 21 day 
administration indicating the absence of accumulation. 

2. The critical effect of amitrole in experimental animals consists of an anti-thyTOid action 
due to blockage of thyroid peroxidase, decrease of thyroid hormone Ievels and thc 
consequent Stimulation of the thyroid by the pituitary gland. The fall in the Ievel of 
thyroid circulating hormones in the dosed animals is considered to be a reliable and 
early indicator of such an effect. 

3. Consistent with its physico-chemical properties, absorption of amitrole through skin is 
very Iimited. A study in rats indicated !hat only 0, I% amitro!e penetrates the skin. An in 
vitro study on human skin indicated dermal absorption varying from 0.5 to 3.5 %. A 15-
day dermal toxicity study petformed in 1984 in rabbits and a more recent 28-day dermal 
toxicity study in rats, performed according to the OECD Guideline n° 4 I 0, indicated a 
NOAEL of 100 mg/kg bw/day. The compmison of these NOAELs with the NOAEL of 
L5 mg/kg bw/day observed in an oral 28-day study in rats and with the NOAEL of 0.1 
mg/kg bw/day observed in an oral 13-week study in male rats confirms that the ratio 
between skin and oral absorption is of about two to three orders of magnitude. 

An overall evaluation of the results of the studies available in several species (rats, rabbits, 
mice, hamsters, dogs, monkeys and humans) indicates that: 

a. oral short-tenn and Iong-term NOAELs in rats differ by only one order of 
magnitude; 

b. dermal short-term toxicity, when considering the rate of skin absorption, also 
provides a similar NOAEL; 

c. the NOAELs for the critical effect on thyroid in species other than the rat are 
either similar or greater; 

d. primates, including man, appear tobe much less sensitive than rats to the critical 
thyroid effect. 

Conclusion. 

In order to derive the AOEL for amitro!e, the NOAEL of 100 mg/kg bw/day observed in the 
dermal 28-day study in rats can be used, Estimating the skin absorption rate at around 

4 No Observed Adverse Effect Level 
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0.1-l %, such a NOAEL would provide an estimated no-effect absorption !evel of 0.1-1 
mg!kg bw/day which is comparable to the NOAEL of 1.5 mg/kg bw/day observed in the oral 
28-day study in rats and the NOAEL of 0.1 mg/kg bw/day observed in the ora! 13-week 
study in rats (estimated oral absorption rate: 100% ). 

4.2. Question 2 

Can the Committee comment on the relevance for man of the thyroid tumors found in 
rodents? 

Opinion 

The thyroid tumours found in rats after long-term amitrole treatment appear to be of 
little or no relevance for humans. The thyroid carcinogenic effect of amitrole appears 
to be mediated through thyroid-pituitary disruption to which hornans are less sensitive 
than rodents. 

Scientific background on which the opinion is based 

Amitrole has been shown to be goitrogenie in several species including mice, rats and 
hamsters and causes thyroid cancer in rats after prolonged exposure. Antithyroid effeet of 
amitrole appears to be linked to its inhibirion of thyroid peroxidase which is thought to 
catalyse both thyroglobulin iodination and tyTosine (3-monoiodotyrosine and 3,5-
diiodotyrosine) coupling, leading to the formation of the thyroid hormones T4 (3,3,3' ,5'
tetraiodot;Tonine) and T3 (3.5,3' -triiodotyronine). Consequently, rats treated with amitrole 
have low serum T4 and T3 Ievels with a parallel increase in TSH5 Ievels. In turn, high TSH 
Ievels cause increased thyroid weight and fol!icular cell number (with associated increased 
mitotic activity) which might progress towards malignancy. It should be pointed out that 
progression to malignancy can be, at least partially, halted by administration of thyroid 
hormones or surgical hypophysectomy, both procedures leading to reduced TSH Ievels (3, 4, 
5). 

It should also be noted that adult rats Iack the th)TOid hormone binding globulin, which is 
the specific high-affinity serum carrier protein present in humans. The absence of this 
carrier protein results in a greater proportion of free serum thyroid hormones, which is 
readily available to metabolism and excretion. Consequently, these hormones have a shorter 
half-life and the required accelerated production is driven by very high TSH Ievels. These 
Ievels are much higher in rats than in humans (6- to 60-fold) which renders rats more 
sensitive than humans to chemica!ly induced thyroid-pituitary disruption (1, 2, 3). 

Genotoxicity studies with amitrole gave negative results in most tests. Whether a potential 
genotoxicity might play a roJe in thyroid cancerogenesis after hypertrophic and hyperplastic 
Stimulation remains to be ascertained. However, tumours in rats have been observed only 
after thyroid homeostasis disruption6 

5 Thyroid stimulating hormone 
6 The Committee is aware that in viev.' of some positivelequ1vocai or missing genotoxicity data the significance 
of tumors at sites other than the thyroid in amitrole-treated mice reponed in older published studies will be re
evaluated by the International Agency for Research on Cancer (IARC) in the near future, 
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Conflicting data have been reponed that relate to high TSH Ievels and thyroid cancer in 
humans. Pre-existing goitre or thyroid nodules seem related to increased thyroid cancer risk; 
however, an association between hypothyroidism and thyroid cancer has not been 
demonstrated. The only known human thyroid carcinogen is x-i1Tadiation and no chem~eal 
has been identified as being carcinogenic to the human thyroid (!, 2. 3. 4). 

In summary, humans appear to be less sensitive to thyroid disruption than rodents. 
Furthermore, rats show significant increases in thyroid cancer associated with thyroid -
pituitary disruption while humans show Jittle increase, if any. 
In conclusion, since 

a. the thyroid carcinogenic effect of amitrole appears to be mediared through 
thyroid-pituitary disruption to which humans are !ess sensitive 

h. there does not seem to be a role for increased TSH in human thyroid 
carcinogenicity, 

the thyroid tumours found in rats after long-term amitrole treatment appear to be of little or 
no relevance for humans. 
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