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A.LIST OF THE TESTS, STUDIES AND INFORMATION
SUBMITTED
A.1. TOXICOLOGY AND METABOLISM DATA
Data Author( | Year | Title Vertebra | Data Justificati | Own | Previous
Point | s) Company | te study | protecti | onif data |er evaluatio
Report No. | Y/N on protectio n
Source claimed | nis
(where Y/N claimed
different
from
company)
GLP or
GEP
status
Published
or not
lA, 2002 | IKI-220 Y N NA ISK | French
5.6.2/0 d technical: Data DAR
4 teratogenici protectio Volume 2
ty study in n Annex A
rabbits awarded FEBRUA
under RY 2005
previous
approval
report no.
00-
0025;
February
19, 2002
GLP,
unpublishe
d
lA, 2003 | A 52-week | Y N NA ISK | French
5.5/03 b oral toxicity Data DAR
study in protectio Volume 2
dogs with n Annex A
IKI-220 awarded FEBRUA
technical under RY 2005
previous
report approval
no.
012075-1,
November
15, 2002;
amended




report no.
012075-1-
1; January
02, 2003
GLP,
unpublishe
d
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