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OWNERSHIP STATEMENT  

 

 
This document, the data contained in it and copyright therein are owned by Tessenderlo 

Group N.V.. No part of the document or any information contained therein may be 

disclosed to any third party without the prior written authorisation of Tessenderlo Group 

N.V..  

 

The summaries and evaluations contained in this document are based on unpublished 

proprietary data submitted for the purpose of the assessment undertaken by the regulatory 

authority. Other registration authorities should not grant, amend, or renew a registration 

on the basis of the summaries and evaluation of unpublished proprietary data contained in 

this document unless they have received the data on which the summaries and evaluation 

are based, either:  

 

 From Tessenderlo Group N.V.; or  

 From other applicants once the period of data protection has expired.  
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CP 7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION PRODUCT 

All references in grey have already been submitted and evaluated at EU level as part of the dossier submitted for first inclusion of aluminium 

silicate on the Approved substances list. 

 

By Annex Point 
Annex Point / 

Reference 

Number 

Author(s) Year Title 

Source 

Company 

Report Number 

GLP 

Published 

Vertebrate 

study 

Y/N 

Data 

Protection 

Claimed 

Justification 

if data 

protection is 

claimed 

Owner 

        

KCP 7.1.1/01 
 

 
1997 a 

Satintone® 5HB, Lot #10146 “Calcined Kaolin” - Acute 

Oral Toxicity Limit Test.  

 

   

Report number4903 

GLP 

Unpublished. 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.1/02 
 

 
1997 b 

M-96-018, Lot #08145 - Acute Oral Toxicity Limit Test.   

 

   

Report number 5003.   

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 
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Annex Point / 

Reference 

Number 

Author(s) Year Title 

Source 

Company 

Report Number 

GLP 

Published 

Vertebrate 

study 

Y/N 

Data 

Protection 

Claimed 

Justification 

if data 

protection is 

claimed 

Owner 

        

KCP 7.1.2/01 1997 

Satintone® 5HB, Lot #10146 - Acute Dermal Toxicity 

Limit Test.   

 

   

Report number 4904.   

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.3/01 
 

 
1997 a 

M-97-009, Lot #09255 “Calcined Kaolin”- Acute 

Inhalation Toxicity Limit Test.   

 

   

Report number: 5405.   

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.3/02 
 

 
1997 b 

M-96-018 - Acute Inhalation Toxicity Limit Test.   

 

   

Report number 5424.  

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.4/01 
 

 
1997 

M-96-018, Lot #08145 - Primary Skin Irritation.   

 

   

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 
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Annex Point / 

Reference 

Number 

Author(s) Year Title 

Source 

Company 

Report Number 

GLP 

Published 

Vertebrate 

study 

Y/N 

Data 

Protection 

Claimed 

Justification 

if data 

protection is 

claimed 

Owner 

        

KCP 7.1.5/01 2000 

Surround® WP Crop Protectant - Primary Eye Irritation 

Study in Rabbits.   

 

   

Report number 9914  

GLP 

Unpublished 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.5/02 
 

 
1997 

M-96-018, Lot #08145 - Primary Eye Irritation.   

 

   

Report number 4905  

GLP  

Unpublished 

Y N  
Tessenderlo 

Group N.V. 

KCP 7.1.6/01 2017 

Assessment of sensitising properties on albino guinea 

pigs.  Maximisation test according to Magnusson and 

Kligman. 

Report number SMK-PH-17/0024 R1 

GLP 

Unpublished 

Y Y 

New data not 

previously 

submitted 

Tessenderlo 

Kerley Inc. 

 


