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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 14 der Richtlinie 91/414/EWG) allen Interessierten zur 
Verfügung zu stellen oder auf besonderen Antrag zugänglich zu machen. Für alte Wirkstoffe 
ergibt sich diese Verpflichtung für die Mitgliedstaaten bereits aus Artikel 7 Absatz 6 Unterabsatz 
2 der Verordnung (EWG) Nr. 3600/92. 

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

Die Biologische Bundesanstalt stellt die Beurteilungsberichte als Berichte aus der Biologischen 
Bundesanstalt für Land- und Forstwirtschaft als Band D in der Reihe "Rechtliche Regelungen 
der Europäischen Union zu Pflanzenschutzmitteln und deren Wirkstoffen" über den Saphir 
Verlag gegen Erstattung der Unkosten zur Verfügung. Das vorliegende 6. Heft dieser Reihe 
(Band D 6) 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 Imazalil war Luxernburg 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) 

36/97 Band B: Richtlinien, Verordnungen, Entscheidungen und Protokolle zur 
Wirkstoffprüfung 
(3. Auflage, Stand 01. November 1997) 

Band C: Wird zur Zeit bearbeitet 





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, shall preferably be addressed to 
the Rapporteur Member State. 

The Federal Biological Research Centre makes available review reports as reports from the 
Federal Biological Research Centre for Agriculture and Forestry, Valurne 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 6th report belanging to this 
series (Volun1e D 6) does not include background documents A, B and C of the review report. 
the need arises, their inspection at the BBA is possible or they may be also obtained from Saphir 
Verlag against reimbursement of expenses, however, only for active substances with Germany as 
Rapporteur Member State. For imazalil Luxembourg acted as Rapporteur Member State. 

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

Report Legal Regulations of the European Union for Plant Protection 
Products and their Active Substances 

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

36/97 Valurne B: Directives, Regulations, Decisions and Protocols regarding the 
Evaluation of Active Substauces 
(3rd Edition, date: 1 November 1997) 

Valurne C: In Progress 
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RICHTLINIE 97/73/EG DER KOMMISSION 

vom 15. Dezember 1.997 

zur Aufnahme des Wirkstoffs Imazalil in Anhang I der Richtlinie 91/414/EWG 
des Rates über das Inverkehrbringen von Pflanzenschutzmitteln 

(Text von Bedeutung für den EWR} 

DIE KOMMISSION DER EUROPÄISCHEN 
GEMEINSCHAFTEN 

gestützt auf den Vertrag zur Griindung der Europäischen 
Gemeinschaft, 

gest'bitzt auf die Richtlinie 91/4141EWG des Rates vom 
15. Juli 1991 über das loverkehrbringen von Pflanzen­
schutzmitteln('), zuletzt geändert durch die. Richtlinie 
97 I 57 lEG (2), insbesondere auf Artikel 6 Absatz 1 und 
Artikel 8 Absatz 2 Unterabsatz 4, 

in Erwägung nachstehender Grunde: 

Die Verordnung (EWG) Nr. 3600192 der Kommission('), 
zuletzt geändert durch die Verordnung (EG) Nr. 11991 
97 (4), enthält Durchführungsbestimmungen für die erste 
Stufe des Arbeitsprogramms nach Artikel 8 Absatz 2 der 
Richtlinie 91/4141EWG (nachstehend "die Richtlinie" 
genannt). Hierzu 'W'l.lrde in der Verordnung (EG) Nr. 
933194 der Kommission(~. zuletzt geändert durch die 
Verordnung (EG) Nr. 2230195 (~'), die Liste der Wirkstoffe 
von Pflanzenschutzmitteln aufgestellt, die im Hinblick 
auf ihre etwaige Aufnahme in Anhang I der Richtlinie zu 
bewerten sind. 

Die Wirkstoffe sind in den Anhang I aufzunehmen, wenn 
angenommen werden kann, daß keine schädlichen 
Auswirkungen auf die Gesundheit von Mensch und Tier 
oder auf das Grundwasser bzw. keine unannehmbaren 
Auswirkungen auf die Umwelt zu erwarten sind. 

Die Aufnahme in den Anhang sollte auf höchstens zehn 
Jahre befristet werden. 

Nach Aufnahme eines Wirkstoffs in Anhangs I der 
betreffenden Richtlinie stellen die Mitgliedstaaten gemäß 
Artikel 8 Absatz 2 der Richtlinie sicher, daß die Zulas­
sungen für den Wirkstoff enthaltenden Pflanzenschutz­
mittel in einem vorgeschriebenen Zeitraum erteilt, geän­
dert bzw. entzogen werden. Insbesondere bestimmen 
Artikel 4 Absatz 1 und Artikel 13 Absatz 1 der Richtlinie, 
daß Pflanzenschutzmittel nur zugelassen werden, wenn 
nach Priifung der Unterlagen gemäß Artikel 13 die 
Bedingungen für die Aufnahme des Wirkstoffs in Anhang 

(!)ABI. L 230 vom 19. 8. !991, S. 1. 
(2) ABI. L 265 vom 27. 9. 1997, S. 87. 
(3) ABI. L 366 vom 15. 12. 1992, S. 10. 
(•) ABI. L 170 vom 28. 6. !997, S. 19. 
(l ABI. L 107 vom 28. 4. 1994, S. 8. 
(~) ABI. L 225 vom 22. 9. 1995, S. 1. 

I sowie die einheitlichen Grundsätze gemäß Anhang VI 
der Richtlinie erfüllt sind. 

Für Imazalil 'W'llrden die Auswirkungen auf die mensch­
liche Gesundheit und die Umwelt gemäß den Bestim­
mungen der Richtlinie (EWG) Nr. 360019 2 für 
bestimmte, von den beantragenden Stellen vorgeschlagene 
Anwendungen bewertet. Belgien hat für Luxemburg, dem 
berichterstattenden Mitgliedstaat nach der Verordnung 
(EG) Nr. 933194; den betreffenden Bewertungsbericht am 
15. Juli 1996 der Kommission vorgelegt. 

Der vorgelegte Bewertungsbericht '>111lrde von den 
Mitgliedstaaten und der Kommission im Rahmen des 
Ständigen Ausschusses für Pflanzenschutz geprüft. Als 
Ergebnis dieser am 11. Juli 1997 abgeschlossenen 
Priifung hat die Kommission ihren Bericht für Imazalil 
gemäß Artikel 7 Absatz 6 der Verordnung (EWG) Nr. 
3600/92 vorgelegt. Dieser Bericht ist von Zeit zu Zeit 
aufgrurid des wissenschaftlich-technischen Fortschritts zu 
aktualisieren. Dabei müssen auch die Bedingungen für 
die Aufnahme von Imazalil in Anhang I der Richtlinie 
gemäß deren Artikel 6 Absatz 1 angepaßt werden. 

Die Bewertungen haben ergeben, daß den betreffenden 
Wirkstoff enthaltende Pflanzenschutzmittel im allge­
meinen die Anforderungen gemäß Artikel 5 Absatz 1 
Buchstaben a) und b) der Richtlinie erfüllen, insbesondere 
hinsichtlich der geprüften Anwendungen. Daher sollte 
der betreffende Wirkstoff in Anhang I aufgenommen 
werden, damit sichergestellt ist, daß in allen Mitglied­
staaten die Erteilung, Änderung bzw. Entziehung der 
Zulassung von den betreffenden Wirkstoff enthaltenden 
Pflanzenschutzmitteln gemäß den Bestimmungen der 
Richtlinie geregelt werden kann und dies nicht weiter 
verzögert wird. 

Vor der Aufnahme ist den Mitgliedstaaten und den 
Betroffenen eine angemessene Frist zur Vorbereitung auf 
die neuen Verhältnisse einzuräumen. Nach der Aufnahme 
ist den Mitgliedstaaten ein angemessener Zeitraum zur 
Durchführung insbesondere für die Uberpriifung beste­
hender oder die Erteilung neuer Zulassungen gemäß den 
Bestimmungen der Richtlinie einzuräumen. Für die 
Vorlage und die Priifung der kompletten Anhang-lU­
Unterlagen für jedes einzelne Pflanzenschutzmittel 
entsprechend den einheitlichen Grundsätzen gemäß 
Anhang VI der Richtlinie muß ein längerer Zeitraum 
vorgesehen werden. Für mehrere Wirkstoffe enthaltende 
Pflanzenschutzmittel kann die vollständige Bewertung 
anhand der einheitlichen Grundsätze jedoch erst durchge­
führt werden, wenn. alle betreffenden Wirkstoffe in 
Anhang I der Richtlinie aufgenommen sind. 
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Die Durchführungsfristen · der vorliegenden Richtlinie 
greifen den für die Aufnahme anderer Wirkstoffe in 
Anhang I festzusetzenden Fristen nicht vor. 

Der Prüfungsbericht ist erforderlich für die Umsetzung 
bestimmter Teile der einheitlichen Grundsätze in Anhang 
VI der Richtlinie durch die Mitgliedstaaten, soweit sich 
diese Grundsätze auf die Bewertung der Angaben nach 
Anhang II beziehen, die zwecks Aufnahme des Wirkstoffs 
in Anhang I vorgelegt wurden. 

Die in dieser Richtlinie vorgesehenen Maßnahmen 
entsprechen der Stellungnahme des Ständigen 
Ausschusses für Pflanzenschutz -

HAT FOLGENDE RICHTLINIE ERLASSEN: 

Artikel 1 

Imazalil wird entsprechend dem Anhang dieser Richtlinie 
in den Anhang I der Richtlinie 91/414/EWG aufge­
nommen. 

Artikel 2 

(1) Die Mitgliedstaaten erlassen die erforderlichen 
Rechts- und Verwaltungsvorschriften, um dieser Richt­
linie bis spätestens 30. Juni 1999 (1) nachzukommen. Sie 
sind insbesondere befugt, die bestehenden Zulassungen 
von Pflanzenschutzmitteln, die den Wirkstoff Imazalit 
enthalten, innerhalb dieser Frist nach den Bestimmungen 
der Richtlinie 91 /414/EWG erforderlichenfalls zu ändern 
oder zu entziehen. 

Im Hinblick auf die Bewertung und Beschlußfassung 
nach den einheitlichen Grundsätzen in Anhang VI der 
Richtlinie 91/414/EWG anhand der in deren Anhang III 

(') Grundsätzlich sechs Monate ab Inkrafttreten dieser Richtlinie. 

vorgeschriebenen Unterlagen wird die obengenannte Frist 
jedoch verlängert 

- für Pflanzenschutzmittel, die ausschließlich Imazalil 
enthalten und nicht für Blattspritzungen im Freiland 
bestimmt sind, auf vier Jahre ab Inkrafttreten dieser 
Richtlinie; 

- für Pflanzenschutzmittel, die Imazalil und weitere, 
noch nicht in Anhang I aufgeführte Wirkstoffe 
enthalten und nicht für Blattspritzungen im Freiland 
bestimmt sind, auf vier Jahre ab Inkrafttreten der 
Richtlinie, durch die der letzte dieser Wirkstoffe in 
Anhang I aufgenommen wurde. 

(2) Wenn die Mitgliedstaaten die Vorschriften nach 
Ziffer 1 erlassen, nehmen sie in diesen Vorschriften selbst 
oder durch einen Hinweis bei der amtlichen Veröffentli­
chung auf diese Richtlinie Bezug. Die Mitgliedstaaten 
regeln die Einzelheiten dieser Bezugnahme. 

Artikel 3 

Diese Richtlinie tritt am 1. Januar 1999 (2) in Kraft. 

Artt'kel 4 

Diese Richtlinie ist an alle Mitgliedstaaten gerichtet. 

Brüssel, den 15. Dezember 1997 

Für die Kommission 

Franz FISCHLER 

Mitglied der Kommission 

(2) Grundsätzlich zwölf Monate ab Erlaß dieser. Richtlinie 
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IMAZALIL 

l. Identität 

(IUPAC-Nomenklatur): 

oder 

Amtsblatt der Europäischen Gemeinschaften 

ANHANG 

-1-{ß-all yloxy-2,4-dichlorophenyleth yl)-imidazol 

-allyl-l-(2,4-dichlorophenyl)-2-imidazol-l-ylethylether. 

2. Insbesondere zu erfüllende Bedingungen: 

2.L Die Reinheit des die Produktion verlassenden Wirkstoffs muß der entsprechenden FAO-Spezifikation 
genügen. 

2.2. Nur Anwendungen als Fungizid dürfen zugelassen werden. 

2.3. Für nachstehende Anwendungen gelten die folgenden besonderen Bedingungen: 

- Nacherntebehandlung von Obst, Gemüse und Kartoffeln darf nur zugelassen werden, wenn ein geeig­
netes Dekontaminierungsverfahren besteht oder bei der Risikoanalyse dem zulassenden Mitgliedstaat 
gegenüber nachgewiesen wurde, daß das Austreten der Behandlungslösung kein unannehmbares Risiko 
für die Umwelt, insbesondere für Wasserlebewesen, mit sich bringt; 

- Nacherntebehandlung von Kartoffeln darf nur zugelassen werden, wenn bei der Risikoanalyse dem zulas­
senden Mitgliedstaat gegenüber nachgewiesen wurde, daß das Austreten von Verarbeitungsabfällen von 
behandelten Kartoffeln kein unannehmbares Risiko für die Umwelt, insbesondere für Wasserlebewesen, 
mit sich bringt; 

Blattspritzungen im Freiland dürfen nur zugelassen werden, wenn bei der Risikoanalyse dem zulassenden 
Mitgliedstaat gegenüber nachgewiesen wurde, daß die Anwendung kein unannehmbares Risiko für die 
Gesundheit von Mensch und Tier sowie für die Umwelt mit sich bringt. 

2.4. Bei der Anwendung der einheitlichen Grundsätze gemäß Anhang VI sind die Schlußfolgerungen des 
vorn Ständigen Ausschuß für Pflanzenschutz arn 1 L Juli 1997 abgeschlossenen Imazalil-Prüfungsbe­
richts der Kommission. insbesondere dessen Anlagen I und II zu berücksichtigen. 

3. Zeitpunkt des Ablaufs der Aufnahme: 31. Dezember 2008. 

24. 12. 97 
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COMMISSJON DIRECTIVE '97/73/EC 

of 15 December 1997 

induding an active substance (imazalil) in Annex I to Council Directive 
.91/414/EEC concern.ng the placing of plant protection products on the ma.rker 

(Text with EBA reJeva.nce) 

THE COMMISSION OF THE F.UROPEAN COMMl1NI'riES. 

Having ~gard to the Trer:~ty estsblishing the Eu!"Qpe~n 
Community, 

Having regard to Council Directive 91/414/EEC of 15 
July 1991 concerning the pladng of plant protection 
products on the markc:t (1), as last amendcd by Dirt-ctive 
97/57/EC (l), and in p~rti<;ular Article 6 (I) and the fourth 
subparagraph ot Artich~ R (2) then:of, 

Whereas Commission Regulatjon (EEC) No 3600/92 C), 
as ~a.st amendcd by Regulation (EC) No 1199/97 (1

), has 
laid dowri the detailed rules for the ünpJernentation of the 
fir~n stage of the ptogramme of work rd~rred to in Artide 
8 (2) of Directive 91/4 J 4/EEC (herdnafter referred to a5 
'the Directive'); whereas, pursuant to that Regulation, 
Commission Regulation (EC} No 933/94 (ry, as last 
amended by Regulation (EC) No 2230/95 (''), Iaid down 
the Iist ot active substances of plant protection products 
to bc assessed, with a view to their pos!:ible inclusion in 
Annex I to tbe Directive; 

Wherea5 those active substances should bc included in 
that Annex when it may bc expected that there will not 
be any harmful effects on human or animal health or on 
groundwater or any unac;c;eptable iniluence on the en­
vironment; 

Wherea.s such indusion should be made for a pcriod not 
exceeding l 0 years; 

Whereas the Oirective. at Article 8 (2). provides th"t aher 
indusion of an acrive subst:11ncc in Annex J to the Dir. 
eetive, Member Sta.tes shaH. within a prescribed period. 
grant. vary or withdraw,~ as appropriate. the authorizl:'ltions 
of the plant protection products contAining the active 
substance; whereas, in particu1ar. Articles 4 (1) and 13 (t) 
of the Directive require that plarH protection products ar~ 
not authorized unless account is taken of the condilions 
associated with the inclusion of the ac;tive substa.nce in 
Annex I and thc uniform principles Iaid down in Annex 
VJ on the basis of a dosster satisfying the data reguire­
ments laid down in Artide 13; 

Wheraaa for imaulil the cflcct.s Qn human hcahh and the 
environment have been asse~;öaed in accordanc:e wüh the 

1
1) OJ 230, 19. 6. 15191. p. L 
l) 0 l .265. 21. 9. I997, p. 87. 
l> oJ L 366. H. 1.2. t992. P· 1 o. 

(•l OJ L 170, 28. 6. 1997, p. I 9. 
(' OJ L 107, 18. 4. 1994. p. B. 
( 11 OJ L 225, 22. 9. 1995, p. L 

provisions laid down in Regu1ation (EEq No 3600/.9~ for 
a number of use$ proposed by thc notiHers; whereas 
Belgium, :acdng on behalf of Luxembourg u de"ignated 
rapporteur Member State pursua.nt to Regulation (EC) No 
933/94. has submitted to the Comrnission on 15 July 
1996 the reLev~nt assessment rcport; 

Whereas the suhmitted report hll.s bcen revkwed by the 
Member States and the Commission within the Standins 
Cornmiu.ee on Plant Health; whercas this review hss been 
finalized on 11 July 1997 in the format ol the Commi~­
:sion review report for imozalil, in accordance with the 
provisions of Article 7 (6) of Re.guJation (EEC) No 
3600/92; whereas it may be necessary to updatc this 
report frorn time to time to mke into account technical 
and sdentific developmcnts: whereas in such case tbe 
conditions tor the inclusjon of imgzalil in Annex I to 
Directive 91/414/EEC will also need to be amended 
pursuant to Artide 6 ( 1) of that Dircctive; 

Whc::reas it hu appean~d from the assessmcnts made that 
planl protection products containing the active substance 
concerned may be expected to satisfy in general the 
requirements laid down in Artide S (I) (a) and (b) of the 
Direc:tive, in particular with regard to the usc& which were 
exomined; whereas therelore it is necessary to indude rhe 
active sub$tance c:oncer.ned in Annex l, in Order to ensure 
that1 in atl Mcmber States, the grantin& varving or with· 
drawin , ~s a ro riate, of the a.uthorizations o n~ 
p.roter:hon pro uets conttaiflling the active 5\ibstance 
concerned can be organiz:ed in accordance with the provi· 
sions of the Directive, and to en&urc that this activity is 
not further delayed; 

Whcrcas before incJusion a. reasonable deadline is neces~ 
~ to permit Member Stues and the intere.sted parties to 
prepare themselve.s to the new requirements which will 
rcsult from the indusion; whereas moreover after inclu­
sion t reasonable pcriod is necel&ary for the Member 
SU1t~s to implement the Direc.tive and in particular to 
vary or withdraw, as appropriate, existing authorizations or 
grant new authorizations in ac:cordance -with the provi­
sions of Directive 91/414/EEC; whereas a Ionger period 
should be rovided tot the submission and as.seS&ment 
t e complgte Annex IU dossier of ea<:h plant protection 
product an accordance with the uniform prindple$ laid 
down in Annex VJ to rhc Directive; whereas, however, for 
plant protection products c:ontaining several active 
substances~ the complete evaluation on the basis of the 
uniform prindples can only be csrr~ed out when all the 
active substances concerned have bc:en induded in Annex 
I to the Directive; 
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tablished for the inclusion of other ac:tive substances in 
Annex I to the Directive; 

Wbereas the review repor~ is required lor the proper 
impl~mcntation by the M~mber States of several sections 
of the uniform prindples laid down in Annex Vl to the 
Direetive, where these prindpies reler to the evaJuation of 
the Annex n da.ta. which ~ere Submitted for the purpose 
of the inclusion of the active substance in Annex I to the 
Directive; 

Whereas the measures provided for in this Directive are 
.in accordance with the opuuon of rhe Standing 
Committee on Plant Heahh, 

HAS ADOPTEO 'THlS DIREcrrvE~ 

Article 1 · 

Ima.zalil is hereby designtited as an active substance· in 
An.n~::x I to Directive 91/41:4/BEC, as setout in the Annex 
hereto. 

Article 2 

1. Member States shall bring into force the laws, regu .. 
lations and administrative provisions necessary to comply 
with this Directive, not later than 30 hme 1999 (1}; in 
partkular they shallt in accordance with the provisions of 
Directive 91/414/EECs where necessaryt vary or -withdraw 
e}Cisting authorization~s for plant prote:~;;tion products 
containing imazalil as act.ive substsnce wirhin such 

( 1} In principlc: :dx mont.hs frorn the da.re of entry into force of 
the Directive. 

However, with regard to evaluation and decision-making 
pursuant to the uniform erindples provided for in Annex 
V1 to Directive 91/414/EECt on the basis of a dossier 
sati&.fying the requirements of Annex III thereto, the 
period laid down in the first subparagraph is extended: 

- for plant protection products containing only imazalil~ 
and not imended for outdoor roHar uses, to four years 
from the entry into force of rhis Düective, 

for plant protection products containing imazalH and 
other active substances not yet induded in Annex I. 
and not intended for outdoor foliar uses, to four years 
from the entry into force of such Directive as shall 
include the last of those subsrances in Annex I . 

2. When Member States adopt the provisions referred 
to in paragraph 1, these shall contain a reference to this 
Darecrive or shl'dl be accompanied by such reference at 
the time of their ofHcial publication. The procedure for 
such reference shaU be adopted by Member States. 

Anicle J 

This Direc:tive shall enter into forc;;;e on 1 hmuary t 999 (l). 

Ar:irle 4 

This Directive is addressed to the Member States. 

Done at Brussels, 15 December 1997. 

For the Commi.rsiorJ 

Pranz FISCHLER 

Member of tht Commi'.ssion 

(2) (n prindple 12 mQnth~; from the d3te of adoption of the 
presenr Directive. 
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ANNEX 

IMAZALIL 

Identity: 

{Jupac narne) ( ±} -l·{ß·allyloxy-2..4-dic:hlorophenylethyl} 1midazole 

or 

(±) -allyl 1-(2,4-dic::hlorophenyl)·l.·imidazol-1-ylethyl ~ther 

l. Particular conditions to be fulfilled: 

2.L Purity of the active substance a.s manuf:ar:turcd sh:lll satisfy the specification cstablished by fAO for this 
active substance. 

22_ Only uaea as fungicide mrty bc:- aurhorized_ 

2.3. For the following uses the following parricul:ar conditions apply: 

post .harvc:st fruit, vegctable ,aod r>ot.ato treatments m:ay only be <'luthorized when an :~pproprintt: 
deco11taminfltton systern i~ available or a risk a.ssessment has dE:mon&tratcd to the IHUhorizin8 
Membcr Stare that thc: disch:uge of the ueatment solution doe!.l not hAve an unacceptablc risk to the 
environment and in particular to :aqu:atic organi:nns, 

- pOlSt harvest treatment of polato~:s may only be authorized when a risk :assC!.l$ment has demonstrated 
to the authorizing Mentber State that the dis<:harge of the proces.sing wa5te from treated potatoes 
does ·not have an unacceptable risk lo aquatic;: or.ganisms, 

-... outdoor foliar uscs may only be authorized when a risk atSessment has demomtrated to the QUtbor· 
i:z:ing· Member: State that the usc hm; no unaccept.Rble efiec:u on human and animal health and the 
environment. · 

2A. For the implementation of the uniform principles of Annex VI, the conch.wions of the revitw report an 
imaulil, and in particular Appcndixes 1 ond II tbereof, as finali~d in the Stranding Commiuee on Plant 
H~alth on 1 i ju!y 19.97 shall bc t;,ken into account_ 

3. Sxpiry dafe of the indvsio~: 31 Del:'ember 2008. 

24. 12. 97 





European Comnlission 
Directorate General for Agriculture 
DG VI-B.ll-1 

FINAL 
Review report for the acti ve substance irnazalil. 

Imazalil 
1688NI/97-Rev.8.5 

11 July 1997 

Finalised in the Standing Committee on Plant Health at its rneeting on 11/07/1997 in view of 
the inclusion of irnazalil 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 irnazalil, rnade in the 
context of the work programme for review of existing active substances provided for in Article 
8(2) of Directive 91/414/EEC conceming the placing of plant protection products on the rnarket, 
with a view to the possible inclusion of this substance in Annex I to the Directive. 

Commission Regulation (EEC) No 3600/92(1
) laying down the detailed rules for the 

in1plen1entation 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) n° 1199/972

, has laid down 
the detailed rules on the procedure according to which the re-evaluation has to be carried out. 
Imazalil is one of the 90 existing active substances covered by this Regulation. 

accordance with the provisions of Article 4 of Regulation (EEC) No 3600/92, Sanachern 
Pharmaceutica via ACI International on 30 July 1993, Janssen Pharmaceutica on 27 July 1993, 
Farma Lepori on 28 July, B.V Luxan on 15 July 1993 and Makhteshirn Aganon 20 July 1993 
notified to the Commission of their wish to secure the inclusion of the active substance irnazalil 
in Annex I to the Directi ve. 

accordance with the provisions of Article 5 of Regulation (EEC) No 3600/92, the 
Commission, by its Regulation (EEC) No 933/94e), as last amended by Regulation (EC) n° 
2230/954

, designated Luxernbourg as rapporteur Mernber State to carry out the assessrnent of 
irnazalil on the basis of the dossiers submitted by the notifiers. In the same Regulation the 
Commission specified furthermore the deadline for the notifiers and third parties with regard to 
the submission to the rapporteur Mernber States of the dossiers and further information ; for 
irnazalil this deadlinewas 30 April1995. 

Janssen Pharmaceutica, Makhteshirn Agan and Sanachern Pharmaceutica via ACI International 
submitted each a dossier to the rapporteur Mernber State. Janssen Pharmaceutica was the main 

1 OJ No L 366, 15.12.1992,p. 10 .. 

2 O.J. No. L170, 28.6.1997, p.19 

3 O.J. No. L 107, 28.4.1994, p. 8. 

40J No L 225, 22.9.1995, p.l. 



data submitter, with a dossier which did not contain substantial data gaps, taking into account 
the supported uses. Makhteshim and Sanachern Pharmaceutica via ACI International did not 
submit con1plete dossiers. Information has furthermore been submitted by third parties, 
including the European Federation of Agricultural Workers, the Pesticide Action Network, the 
European Environmental Bureau and the Comite Regional Phyto (Universite Catholique de 
Louvain, Belgium). 

In accordance with the provisions of Article 7(1) of Regulation (EEC) No 3600/92, Belgium 
actingonbehalf of Luxembourg submitted on 15 July 1996 to the Corninission the report of its 
examination, based in particular on the dossier of the main data submitter, hereafter referred to 
as the monograph, including, as required, a recommendation conceming the possible inclusion 
of imazalil in Annex I to the Directive. Moreover, in accordance with the same provisions, the 
Corninission and the Mernber States received also the summary dossier on imazalil from 
Janssen Pharmaceutica, on 30th August 1996. 

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the 
Corninission forwarded for consultation the monograph to all the Member States as weil as to 
Janssen Pharmaceutica being the main submitter of the required data, on 24 June 1996. 

The Corninission organised an intensive consultation of technical experts from a certain number 
of Member States, to review the monograph and the comments received thereon (peer review), 
in particular on each of the following disciplines : 

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

The meetings for this consultation were organised on behalf of the Corninission by the 
Pesticides Safety Directorate (PSD) in York from September to November 1996. 

The report of the peerreviewwas circulated, for further consultation, to Member States and the 
main submitter on 19 January 1997 for comments and further clarification. 

In accordance with the provisions of Article 7(3) of Regulation (EEC) No 3600/92, the dossier, 
the monograph, the peer review report and the comments and clarifications on the remaining 
issues, received after the peer review were referred to the Standing Corninittee on Plant Health, 
and specialised working groups of this Committee, for final examination, with participation of 
experts from the 15 Member States. This final examination took place from April to June 1997, 
and was finalised in the meeting of the Standing Corninittee on 11/07/97. 

The present review report contains the conclusions of this final examination given the 
importance of the monograph, the peer review report (full report) and the comments and 
clarifications submitted after the peer review as basic information for the final examination 
process, these documents are considered respectively as background documents A, B and C to 
this review report and are part of it. 



2. Purposes of this review report. 

This review report, including the background documents and appendices thereto, have been 
developed and finalised in support of the Directive 97/73/EC5 concerning the inclusion of 
imazalil in Annex I to Directive 911414/EEC, and to assist the Member States in decisions on 
individual plant protection products containing imazalil they have to take in accordance with the 
provisions ofthat Directive, and in particular the provisions of article 4(1) and the Uniform 
Principles laid down in Annex VI. 

This review report provides also for the evaluation required under Section A.2.(b) of the above 
mentioned Uniform Principles, as well as under several specific sections of part B of these 
principles. In these sections it is provided that Member States, in evaluating applications and 
granting authorisations, shall take into account the information concerning the active substance 
in annex II of the directive, submitted for the purpose of inclusion of the active substance in 
Annex I, as weil 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 of this review report (not including the background documents) to all operators 
having notified for this active substance under Article 4(1) of this Regulation. 

The information in this review report is, at least partly, based on information which is 
confidential and/or protected under the provisions of Directive 911414/EEC. It is therefore 
recommended that this review report would not be accepted to support any registration outside 
the context of Directive 911414/EEC, e.g. in third countries, for which the applicant has not 
demonstrated to have regulatory access to the information on which this review report is based. 

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

The overall conclusion from the evaluation is that it may be expected that plant protection 
products containing imazalil will fulfil the safety requirements laid down in Article 5(1)(a) and 
(b) of Directive 911414/EEC. This conclusion is however subject to compliance with the 
particular requirements in sections 4, 5, 6 and 7 of this report, as weil as to the implementation 
of the provisions of Article 4 (1) and the Uniform Principles laid down in Annex VI of Directive 
91/414/EEC, for each imazalil containing plant protection product for which Member States 
will grant or review the authorisation. 

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

seed dressing of cereals ; 

foliar applications underglass ~ 

wound healing treatment ; 
post harvest application to fruit,melons and potatoes. 

5 OJ.L 353 , 24/12/1997 P.26-28 



Extension of the use pattem beyond those described above will require an evaluation at Member 
State level in order to establish whether the proposed extensions of use can satisfy the 
requirements of Article 4 (1) and of the Uniform Principles laid down in Annex VI of Directive 
91/414/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 Estimated Maximum Daily Intake 
(excluding water and products of animal origin) for a 60kg adult is 28% of the Acceptable Daily 
Intake (ADI), based on the FAO/WHO European Diet (August 1994). Additional intake from 
water and products of animal origin arenot expected to give rise to intake problems. 

The review has identified several acceptable exposure seenarios for operators, workers and 
bystanders, which require however to be confirmed for each plant protection products in 
accordance with the relevant sections of the above mentioned Uniform Principles. 

Given the results of the evaluation of the information submitted on fate and behaviour and 
ecotoxicology, particular conditions have been provided for as explained in section § of this 
report, which need on short term attention from the Member States when granting new 
authorisations or varying existing authorisations. 

4. ldentity and PhysicaVchemical properties. 

The main identity and the physical/chemical properties of imazalil are given 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 
(Janssen Pharmaceutica), none of the manufacturing impurities considered are, on the basis of 
information currently available, of toxicological or environmental concem. 

In accordance with the provisions of Article 13(5) of Directive 91/414/EEC, Belgium, acting on 
behalf of the rapporteur Member State, is also satisfied, on the basis of the information currently 
available, that the substances notified by the other data submitters (Makhteshim Agan and 
Sanachern Pharmaceutica) do not, in the meaning of Article 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 notifier. 

5. Endpoints and related information. 

In order to facilitate Member States, in grantingor reviewing authorisations, to apply adequately 
the provisions of Article 4(1) ofDirective 91/414/EEC and the Uniform Principles laid down in 

Annex VI of that 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 



6. Particular conrlitions to be taken into account on short term basis. 

On the basis of the proposed and supported uses, the following particular issues have been 
identified as requiring particular and short term (within 18 months at the latest) attention from 
all Member States, in the framework of any authorisations to be granted, varied or withdrawn, 
as appropriate : 

post harvest fruit,vegetable and potato treatments can only be authorised when an 
appropriate decontamination system is available or unless a risk assessment has 
demonstrated that the discharge of the treatment solution does not have an unacceptable 
risk to the environmentandin particular aquatic organisms; 

post harvest treatment of potatoes can only be authorised provided that a risk assessment 
has demonstrated that the discharge of the processing waste from treated potatoes does 
not have an unacceptable risk to aquatic organisms. 

At the time of the finalisation of this review report, no sufficient data were submitted to perlarm 
in all detail the risk assessment for the outdoor foliar uses of imazalil containing plant protection 
products. Therefore it is necessary to provide that authorisations for such uses may only be 
deli vered when a risk assessment has demonstrated to the authorising Member State that the use 
has no unacceptable effects on human and animal health and the environment. 

7. List of sturlies to be generaterl. 

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

Some endpoints however n1ay 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 (i) the fate of imazalil in the soil at 10°C, where 
the submitted information is insufficient to permit extrapolation and (ii) for refining the 
estimation of the dermal absorption. Also if an application is made for outdoor foliar uses, the 
applicant will submit the appropriate additional data to allow the Member State to perlarm the 
risk assessment in accordance with the Uniform Principles of Annex VI. 

8. Information on sturlies with claimed data protection. 

For information of any interested parties, appendix III lists the 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. This Iist is only 
given to facilitate the operation of the provisions of Article 13 of Directive 91/414/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 prejudice any rights or obligations of 
Member States or operators with regard to its uses in the implementation of the provisions of 
Article 13 of the Directive 91/414/EEC neither does it commit the Commission. 



9. Updating of this review report. 

The technical information 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 
examination of any information referred to the Commission in the framework of Articles 7, 10 
or 11 ofDirective 91/414/EEC. Suchadaptations will be examined and finalised in the Standing 
Committee on Plant Health, in connection with any amendment of the inclusion conditions for 
Imazalil in Annex I of the Directive. 



APPENDIX I 

Identity, physical and chemical properties 

Common name (ISO) 

Chemical name (IUPAC) 

Chemical name (CA) 

CIPAC No 

CAS No 

EEC No 

FAO SPECIFICATION 

Molecular for.mula 

Molecular mass 

Structural for.mula 

IMAZALIL 

4"N 
N~ 

Imazalil 

(+)-1-(ß-allyloxy-2~4-
dichlorophenylethyl)imidazole or (+)-ally1 1-(2 1 4-
dichlorophenyl)-2-imidazol-1-y1ethyl ether 

(~)-1-(2-(2~4-dichlorophenyl)-2-(2-
propenyloxy)ethyl)-1H--imidazole 

335 

73790-28-0/ 35554-44-0(unstated stereochemistry) 

2526150 

The material shall consist of imazalil together 
with related manufacturing impurities and shall be 
a slightly low to brown crystalline mass/ free 
from visible extraneous matter and added modifying 
agents. The imazalil content shall be declared 
(not less than 975g/kg) and/ when determined/ the 
content obtained shall not differ from that 
declared by ±25g/kg. 

297.18 

1 

0~CH 
2 

Cl 
~ 

I 
~ 

Cl 

Physical chemical properties continued 



Boiling point 319°C 

Appearance crysta11ine mass s1ight1y ye11ow to brown 

Relative density 1.348 g/m1 (density at 26°C) 

Vapour pressure 1.58 X 10-4 Pa at 25°C 

Henry•s law constant 2.615 X 10-4 Pa m3 . mo1 - 1 at 25°C 

Solubility in water pH 4.9: 1.0g/1 at 30°C 

pH 7.6: 0.18g/1 at 30°C 

pH 10: 1.8mg/1 at 30°C 

Solubility in organic solvents methano1 : >500g/1 at room temperature 
(at 25°C) 

ethy1 acetate : >SOOg/1, at room temperature 

hexane: 52.1 g/1 at room temperature 

Partition co-efficient (log POW) 3.82 at 23°C 

Hydrolytic stability (DTSO) pH 5: > 60 days 

pH 7: > 60 days 

pH 9: > 60 days 

Dissociation constant pKa: 6. 53 

UV/ViS absorption (max.) 270nm 

Photostability (DT 50) 18.15 hours in water 



APPENDIX II 

ENDPOINTS AND RELATED INFORMATION 

IMAZALIL 

l.Toxicology and metabolism. 

Absorption, distribution, excretion and metabolism in mammals 
(Annex II 5.1) 

Rate and extent of 
absorption: 

Distribution: 

Potential for accumulation: 

Rate and extent of 
excretion: 

Toxicologically significant 
compounds 

Metabolism 

Acute toxicity 

Rat LD50 oral 

Rat dermal 

Rat LC50 inhalation 

Skin irritation 
Eye irritation 

Sensi zation 

Short term toxicity 

Target I critical effect 

Lowest relevant NOAEL 

Genotoxicity 

Oral, 24 hours, 63 - 117%, rats 

Li ver, kidney, intestine (organs 
involved in metabolism and 
excretion of compound) 

None 

24 hours, +85%. 

Parent compound 

>99% metabolized 

227 - 371 mg/kg bw 

>2000 mg/kg bw 

1.84 mg/1 air 

Non irritant 
Severe eye irritant 

Not sensitizer 

Liver/reduction in bodyweight 

2.5mg/kg bw/day. 1 year dog study. 



Long ter.m toxicity and carcinogenicity 

Target I critical effect 

Lowest relevant NOAEL 

Carcinogenicity 

Reproductive toxicity 

Reproduction 

Developmental toxicity 

Delayed neurotoxicity 

Liver/several effects noted* 

3.6 mg/kg bw/day. 30 month oral 
rat study. 

No carcinogenic potential. 

NOAEL parental toxicity = 5 mg/kg 
bw/day, NOAEL pups = 20mg/kg 
bw/day. 
2 generation rat study 

Negative 

Other toxicological studiesi~N_o_t ___ r_e_l_e_v_a_n_t_*----------------------~ 

Medical data 

Summary 

ADI 

AOEL 

Dermal absorption 

IReported in background document A 

0.025 mg/kg bw/day. 1 year dog 
study, AF=100. 

0.05 mg/kg bw/day {systemic), 6 
month oral toxicity in rat,on the 
basis of AF=100.** 

10 % estimation {default value as 
no data was submitted) 

* detailed explanations are given in the background 
documents, in connection with the precise data 
requirements as defined in Annex II of directive 
91/414/EEC. 

** represents the best possible estimation according to the 
currently available methodology, which is however not yet 
completely harmonised. 



2.Fate and behaviour in the environment 

Fate and behaviour in soil 

Route of degradation 

aerobic: 
mineralization after 100 days: 

non-extractable residues after 100 days: 

relevant metabolites above 10 °/o of applied 
active substance: name and/ or code 
0/o of applied (range and maximum) 

Supplemental studies: 

anaerobic: 

soil photolysis: 

Remarks: 

Rate of degradation: 
Laboratory sturlies 

DT50lab (25°C, aerobic ): 

DT901ab (25°C, aerobic ): 

DT50lab (1 0°C, aerobic ): 

DT50lab(20°C, anaerobic ): 

Field studies 
(country or region) 

from soil dissipation studies: 
DT90f from soil dissipation studies: 
Soil accumulation studies: 
Soil residue studies: 
Remarks: 
e.g. effect of soil pH on degradation rate 

9 °/o after 115 days 

16.6 °/o after 115 days 

None 

Not relevant* 

80 days 

> 1 year 

May have tobe confinned (see point 6 review 
report) 

Not relevant* 

4 - 5 days (DE) 
54- 68 days (DE) 

Not relevant* 
Not relevant* 

No particular remarks 



Adsorption/desorption: 
Koc /KOM 

Mobility: 
Labaratory studies: 

-Column leaching 

-Aged residue leaching 

Field studies: 

Lysimeter /Field leaching studies: 

Remarks: 

I Koc=2080- 8150 mg/1 (12 soils) 

Average penetration < 5 cm, no 
residues in leachate 

Average penetration < 2 cm, no 
residues in leachate 

Not relevant* 

No particular remarks 

Fate and behaviour in water 

Abiotic degradation: 
Hydrolytic degradation: 

Photolytic degradation: 

Biological degradation: 
Ready biological degradability: 

Water/sediment study: 

Accumulation in water and/or sediment 

Degradation in the saturated 
zone: 

Remarks: 

No hydrolysis between pH 5-9 

DT50in river water = 18.15 hour 

Not relevant* 

Rapiddissipation from water phase into sediment 

Not relevant* 



Fate and behaviour in air 

Volatility: 
Vapour pressure: 

Henry's law constant: 
I see Appendix I 
see Appendix I 

Photolytic degradation: 
Direct photolysis in air No particular remarks 

Photochemical oxidative degradation in air: DT 50= 1.8 hours 
DTSO 

No particular remarks 
Remarks: 



3. Ecotoxicology 

Terrestrial Verlebrates 

Acute toxicity to mammals 

Acute toxicity to birds: 

Dietary toxicity to birds: 

Reproductive toxicity to birds: 

Short term oral toxicity to mammals 

Aquatic Organisms 

Acute toxicity fish 

Bioaccumtila tion fish 

Acute toxicity in vertebrale 

Acute toxicity algae 

Chronic toxicity sediment dwelling organism 

LD50 in female rats = 227mg as/kg bw 

LDsoifl japanese quail = 510 mg as/kg bw, sing1e dose 

LCsoifl mallard duck > 5620 mg/kg food, 5 day study 

NOEC in mallard duck 250 mg/kg food, 22 week study 

NOAEL in fema1e rats = 11.3 mg/kg bw I day 

LC50 rainbow trout = 1.48 mg/1, 96 hours study 

BCF rainbow trout = 48.7 - 63.8 

EC50Daphnia magna = 3.5 mg/1, 48 hours study 

EC50 = 0.87 mg/1 

NOEC Chironomus 165.4 mg /kg sediment 



Honeybees 

Acute oral toxidty 

Acute contact toxidty 

Other arthropod species 

Coccinella septempunctata 

Coccinella septempunctata 

Poecilus cupreus 

Encarsia formosa 

Encarsia formosa 

Earthworms 

Acute toxicity 

Reproductive toxidty: 

Soil micro-organisms 

Nitrogen mineralization 

Carbon mineralization: 

E (mort) = 0%, 14 days of exposition 

E (fecund) = 24.4 %, 14 days reproduction period 

E (mort) = 0%, 14 days exposition 

E (mort) = 0 %, 7 days, concentration 30 g as/100 1 water 

E (parasitization) = 0 %, 7 days, concentration 30 g as/100 1 
water 



APPENDIX I 

List of studies for which the main 
submi tter has claimed data protection and 
which during the re-evaluation process 
were considered as essential for the 
evaluation wi th a view to Annex I 
incl usi on. (1

) 

Author 

D. Cleeren 
A. Ruts 
J. Bracke 

J. van 
Thienen, J. 
nockx 

J. v Helvoirt 

J. v Helvoirt 

Title of study Date 
requirement 
covered by 
the study ( 1 ) 

R23979. Ultravialet absorption; Annex IIA 2.5.1 
Generated and submitted by: UV spectrum 
Janssen Phar.maceutica NV. 
Company file No: SP-NMR 84-38. 
Date March 10, 1995 

Physico-chemical properties of Annex II A 
~zalil technical: 2.11.1. 
Flammability (contact with Flammability 
water) 
Generated and submitted by: 
Janssen Pharmaceutica NV. 
Company file No: STL41. Date 
February 2, 1995 

On the explosive properties of 
~zalil ZR 023979 
Generated by NOTOX B. V. 
Submitted by: Janssen 
Pharmaceutica NV. Company file 
No: NOTOX.Project 139894. Date 
February 21, 1995 

Deter.mination of the surface 
tension of an aqueous solution 
of imazalil. ZR 023979 

Annex IIA 2 • 13. 
Explosive 
properties. A 
statement which 
can be 
protected. 

, Annex II A 

1

2. 14 : Surface 
tens1on. 

Reports2 

on 
previous 
use in 
granting 
national 
authori­
zations 

1 List based on a detailed analysis from Belgium in its 
letter of 07/04/97 (background document C) 

2 Reports received from Member States at the date of 
finalisation of the present review report (not exhaustive) 



Generated by NOTOX B. V. 
Submitted by: Ja:nssen 
Pbarmaceutica NV. Compa:ny file 
No: NOTOX.Project 139804. Date 
February 21, 1995 

J. v Hel voirt Determination of the oxidizing 
properties of imazalil. ZR 
023979 

M. De Smet, 
J. mateusen 

M. De Smet, 
J. mateusen 

M. De Smet, 
s. Nilj sma:ns 

P. Heylen 
P. Va:n Nyen 
J. Mateusen 
M. De Smet 

Generated by NOTOX B. V. 
Submitted by: Ja:nssen 
Phar.maceutica NV. Compa:ny file 
No: NOTOX.Project 139905. Date 
February 21, 1995 

Validation: 
-Method Validation of the 
purity-a:nd stability-indicating 
(GC) 2 assay method ST-GC 91-22 
for imazalil (R023979). 
-Reference: 
report ST-GC 93-35 (Purity-a:nd 

Stability-indicating (GC) 2 

assay method for imazalil 
(R023979), October 25, 
1993), which is a:n update 
fram report ST-GC 91-22 

Generated by : Ja:nssen 
Pharmaceutica N.V. 

Submitted by : Ja:nssen 
Phar.maceutica N.V. 
Compa:ny file No. : ST-QA 91-14 
Date : June 19, 1991 

Validation: 
Method validation of the 
purity-a:nd stability-indicating 
(GC) 2 method ST-GC 91-9 for 
imazalil (R023979). (report 
ST-GC 91-9 was updated by 
report ST-GC 93-36) 
Generated by : Ja:nssen 
Pharmaceutica N.V. 
Submitted by : Ja:nssen 
Pharmaceutica N.V. 
Compa:ny file No. : ST-QA 91-11 
Date : March 27, 1991 

Method:Purity-a:nd 
stability-indicating (GC) 2 

method for imazalil (R023979) 
Generated by : Ja:nssen 
Pharmaceutica N.V. 
Submitted by : Ja:nssen 
Pharmaceutica N.V. 
Compa:ny file No. : ST-GC 93-36 
Date : October 25, 1993 

Method validation of the 
purity-a:nd stability-indicating 
(GC) 2 method ST-GC 91-9 for 
imazalil (R023979) with regard 

Annex 2.15. 
Oxidizing 
properties 

Annex II A 
4.1.1 This 
study 
corresponds to 
data 
requirement II 
A 4.1.3 ir 
relation to the 
method under II 
A 

Annex II A 
4.1.2; This 
method 
corresponds to 
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EUROPEAN COMMISSION 
DIRECTORA TE-GENERAL VI 
AGRICUL TURE 
Public, animal and plant health 
VI.B.U.1 Legislation relating to crop products and animal nutrition 

SUMMARY REPORT OF THE MEETING OF THE 
STANDING COMMITTEE ON PLANT HEALTH 

HELD ON 2 DECEMBER 1997 

8887NI/97 

1. Examination and possible opinion on a draft Commission Directive 
amending Council Directive 91/414/EEC concerning the ph1cing of plant 
protection products on the market in order to include imazalil in Annex I 
(Doc. 1635NI/97- Rev.IS). 

The Commission presented the draft Commission Directive as finalised in 
docurnent 1635NI/97, rev. 15. Some minor amendments were read out to the 
Cornmittee. 

In order to clarify several issues that were discussed 1n the Working . Group 
"Legislation·" the following declarations were made : 

"1. Member States and the Commission understand that the directive is an 
appropriate legal instrument for deciding on inclusion of active substances in 
Annex I of Directive 911414/EEC in accordance with the provisions of 
Articles 6 and 8 (2) of the Directive. 

2. On request from the Irish delegation, the Commission indicates that, in its 
· opinion, the date of decision referred to in Article 13(3)( d) is the date of entry 
into force of the directive including the active substance in Annex I. 

3. On request from the French delegation, the Commission indicates that, in its 
opinion, it results from Article 4(6)(a) and 13 of Directive 911414/EEC, that 
the authorisations of · products containing an existing active substance 
included in Annex I must be withdrawn when the data requirements laid 
down in article 13 of the Directive are not satisfied. · 

4. The Commission declares that it will organise at regular intervals· a forum 
discussion between Member States on any issues they may raise with regard 

Rue de Ia Loi 200, B-1049 BruxellesiWetstraat 200, B-1049 Brussel Belgium- Office: Loi 84 1/12. 
Telephone: direct line (+32-2)295.59.51. exchange 299.11.11. Fax: 296.59.63. 
Telex: COMEU B 21877. Telegraphie address: COMEUR Brussels. 



to the practical irnplementation of the data protection provisions in Directive 
911414/EEC." 

It was reminded that the flexibility for the data to be submitted for national authorisations 
can find a solution in the introduction to Annex III. 

A recital clanfies that the periods laid down for the implementation of this Directive do 
not prejudice decisions in this respect for other active substances. 

Gem1any made the following declaration /: 

"Germany inte~rets Article 4 ( 6) and Article 13 in relation to the transitional rneasures in 
Article 8 (2) of Council Directive 911414/EEC in such a way that they apply when an 
application for an authorisation is submitted and not when existing authorisations are re­
evaluated. Gern1any is of the opinion that Article 13 does not constitute a legal basis for 
the withdrawal of existing authorisations of products containing imazalil." 

The Comn1ittee gave a favourable opinion on the draft by unanimity. 

2. Other busincss 

None. 
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