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Review report for the active substance simazine 

Finalised in the Standing Committee on the Food Chain and Animal Health at its meeting on  
3 October 2003 

in support of a decision concerning the non-inclusion of simazine in Annex I of Directive 
91/414/EEC and the withdrawal of authorisations for plant protection products containing 

this active substance 
 
 
1. Procedure followed for the re-evaluation process 
 
This review report has been established as a result of the re-evaluation of simazine, 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. 
 
Commission Regulation (EEC) No 3600/92(1) laying down the detailed rules 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 2266/2000(2), has laid down the 
detailed rules on the procedure according to which the re-evaluation has to be carried out. 
Simazine is one of the 90 existing active substances covered by this Regulation. 
 
In accordance with the provisions of Article 4 of Regulation (EEC) No 3600/92, Ciba Geigy 
Limited (then Novartis, now Syngenta) on 23 July 1993, Barclay Chemical Manufacturers Ltd. 
on 27 July 1993, ACI International (on behalf of Sanachem International) on 30 July 1993, Oxon 
Italia S.p.A on 20 July 1993, Maktheshim Agan International on 20 July 1993, Industrial Kern 
Espagna on 26 July 1993, Helm AG on 23 July 1993, Calliope SA on 21 July 1993 and B.V. 
Luxan on 21 July 1993 notified to the Commission of their wish to secure the inclusion of the 
active substance simazine in Annex I to the Directive. 
 
Helm AG, B.V. Luxan and Calliope withdrew their notifications on 10 March 1995, 8 January 
1995 and 17 July 1995, respectively. 
 
In accordance with the provisions of Article 5 of Regulation (EEC) No 3600/92, the 
Commission, by its Regulation (EEC) No 933/94(3), as last amended by Regulation (EC) No 
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2230/95(4), designated the United Kingdom as rapporteur Member State to carry out the 
assessment of simazine on the basis of the dossiers submitted by the notifiers. In the same 
Regulation, the Commission specified furthermore the deadline for the notifiers with regard to 
the submission to the rapporteur Member States of the dossiers required under Article 6(2) of 
Regulation (EEC) No 3600/92, as well as for other parties with regard to further technical and 
scientific information; for simazine this deadline was 31 October 1995. 
 
Ciba Geigy Limited (then Novartis, now Syngenta), ACI International (on behalf of Sanachem 
International), Oxon Italia S.p.A and Maktheshim Agan International submitted each a dossier to 
the rapporteur Member State. Ciba Geigy was the main data submitter, with a dossier which did 
not contain substantial data gaps, taking into account the supported uses. Barclay Chemical 
Manufacturers Ltd., ACI International (on behalf of Sanachem International), Oxon Italia S.p.A 
and Maktheshim Agan International did not submit complete dossiers.  Information has 
furthermore been submitted by third parties, including the European Environmental Bureau and 
the World Wide Fund for Nature. 
 
In accordance with the provisions of Article 7(1) of Regulation (EEC) No 3600/92, RMS 
submitted on 20 December 1996 to the Commission the report of its examination, hereafter 
referred to as the draft assessment report, including, as required, a recommendation concerning 
the possible inclusion of simazine in Annex I to the Directive. Moreover, in accordance with the 
same provisions, the Commission and the Member States received also the summary dossier on 
simazine from Ciba Geigy Limited (then Novartis, now Syngenta), on 05 February 1998. 
 
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 
09 December 1997, as well as to Ciba Geigy Limited (then Novartis, now Syngenta) being the 
main data submitter, on 18 December 1997. 
 
The Commission organised an intensive consultation 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 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 Commission by the 
Biologische Bundesanstalt für Land und Forstwirtschaft (BBA) in Braunschweig, Germany, 
from March to July 1998. 
 
The report of the peer review (i.e. full report) was circulated, for further consultation, to 
Member States and the main data submitter on 23 September 1998 for comments and further 
clarification. 
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In accordance with the provisions of Article 6(4) of Directive 91/414/EEC concerning 
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 6 June 2003. 
 
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 
clarifications on the remaining issues, received after the peer review were referred to the 
Standing Committee on the Food Chain and Animal 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 March 2000 until May 2003, and was finalised in the 
meeting of the Standing Committee on 4 July 2003.  
 
These documents were also submitted to the Scientific Committee for Plants for separate 
consultation. The report of this Committee was formally adopted on 30/01/2003 
(SCP/SIMAZINE/002-Final5).The Committee was asked to comment on  the aspects of 
possible contamination of groundwater by simazine. In its opinion, the Committee did not 
accept the reported calculations of the environmental concentrations in groundwater. The 
Committee is also of the opinion that available monitoring data does not demonstrate that 
concentrations of simazine or its breakdown products will not exceed 0.1 µg/l in 
groundwater. 
 
 
The present review report contains the conclusions of the final examination; given the 
importance of the draft assessment report, the peer review report (i.e. 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. 
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2.  Purposes of this review report 
 
This review report including the background documents has been developed and finalised in 
support of Decision 2004/247/EC6 concerning the non-inclusion of simazine in Annex I to 
Directive 91/414/EEC. 
 
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. 
 
 
3. Overall conclusion in the context of Directive 91/414/EEC 
 
The overall conclusion of this evaluation, based on the information available and the proposed 
conditions of use, is that: 
 
 
- the information available is insufficient to satisfy the requirements set out in Annex II 

and Annex III Directive 91/414/EEC. In particular the available monitoring data were 
insufficient to demonstrate that in large areas concentrations of the active substance and 
its breakdown products will not exceed 0.1 µg/l in groundwater. Moreover it cannot be 
assured that continued use in other areas will permit a satisfactory recovery of 
groundwater quality where concentrations already exceed 0.1 µg/l in groundwater. 
 

In conclusion from the assessments made on the basis of the submitted information, no plant 
protection products containing the active substance concerned is expected to satisfy in general 
the requirements laid down in Article 5 (1) (a) and (b) of Council Directive 91/414/EEC. 
 

                     
6 OJ L 78, 16.3.2004, p. 50. 


