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B.4. FURTHER INFORMATION 

Introduction 

This document has been prepared to evaluate the European Gibberellin Task Force (Valent Biosciences 

Corporation (Sumitomo Chemical Agro Europe), Fine Agrochemicals Ltd, Globachem NV) application for EU 

renewal of the Annex I inclusion of active substance gibberellins (GA4, GA7). The document supplements and 

updates the corresponding Annex B section of the Draft Assessment Report produced during the first review of 

gibberellins (2005 - 2011).  

In this report studies submitted for the first inclusion of gibberellin in Annex I to Directive 91/414/EEC and for 

the renewal of the approval of gibberellin have been evaluated.  

 

The representative formulation “Novagib” contains 10 g/L pure gibberellin and is formulated as soluble 

concentrate (SC). The formulation is plant growth regulator used on apples and pears.  

 

Previous EU assessment 

The dossier to support the first inclusion of gibberellin in Annex I to Directive 91/414/EEC was submitted to 

Hungary as the Rapporteur Member State in June 2005. The Draft Assessment Report is dated August 2006. Final 

Addendum to Draft Assessment Report, containing all individually submitted addenda on gibberellins, was 

compiled by EFSA in October 2011. 

 

Structure of this document 

In each section of this document, the following headings (a)-b)) occur: 

 

a) Previous evaluation (2005-2011) 

Under this heading study reports submitted for the first inclusion of gibberellin in Annex I to Directive 91/414/EEC 

are summarised. These studies have been re-evaluated for the purpose of the renewal in the light of current 

scientific and technical knowledge. The endpoints from the studies were also re-assessed and if considered 

relevant, re-calculated. However, full details from each study have not been repeated in this DRAR - therefore this 

DRAR is not a "stand-alone document" and for full reference sometimes the reader needs to consult the DAR 

(2005-2011).  

 

b) Evaluation of additional data for the purpose of renewal of Annex I inclusion 

Under this heading studies submitted prior to Annex I inclusion, but no evaluation of such material was presented 

in the form of Addenda to the DAR and studies that were submitted to support the application for renewal of 

Annex I inclusion are evaluated, i.e. new studies. 

B.4.1. SAFETY INTERVALS AND OTHER PRECAUTIONS TO PROTECT HUMANS, ANIMALS AND THE 

ENVIRONMENT 

There are no precautions needed regarding the risk to the non-target birds, mammals, bees, non-target arthropods 

other than bees, soil meso- and macro-fauna, microorganisms, non-target plants and other non-target organisms.  

The risk assessment for aquatic organisms could not be finalized; therefore it is not clear if precautions are needed.  
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B.4.2. RECOMMENDED METHODS AND PRECAUTIONS 

Please refer to safety data sheet in Appendix 1 below. 

B.4.3. EMERGENCY MEASURES IN CASE OF AN ACCIDENT 

Please refer to safety data sheet in Appendix 1 below. 

B.4.4. PACKAGING, COMPATIBILITY OF THE PLANT PROTECTION PRODUCT WITH PROPOSED 

PACKAGING MATERIALS 

Novagib will be packed in co-extruded blow-moulded containers made from high density polyethylene and 

polyacrylamide (PE/PA COEX)  

 

Capacity: 1L, 5L, 10L and 20L containers  

 

Opening: Wide-necked (minimum 42/63 mm)  

 

Closure: Injection moulded induction heat sealed white screw cap  

The packaging is designed for Agchem use and is acceptable for the subsidiary regulations for the transport of 

dangerous goods. All bottles contain a heat sealed induction cap and have been found to be stable commercially. 

B.4.5. PROCEDURES FOR DESTRUCTION OR DECONTAMINATION OF THE PLANT PROTECTION 

PRODUCT AND ITS PACKAGING 

B.4.5.1. Neutralisation procedure 

Please refer to safety data sheet in Appendix 1 below. 

B.4.5.2. Controlled incineration 

Dispose of contaminated packaging in accordance with governmental or local waste authority regulations. Get 

advice from local authorities on incineration procedures. 
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Appendix 1 . Safety data sheet-Novagib 
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