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B} : Guidance document for inspectors on cloud computing in
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sciences/dataintegrity/pharmaceutical-industry/
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30. - - - The limit test should be
performed using at least 7 fish,
with the same number in the
control(s).

Foot note :

Binomial theory (Bernoulli
equation with p=g=50%)
suggests that when 7 to 10 fish
are used with maximum one
mortality, there is at least a 94 to
99% confidence that the LC50 is
greater than the concentration
used in the limit test.
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Water (dilution water, test
medium) 3 EERAK
15.

Any water which conforms to the
chemical characteristics of
acceptable dilution water as listed in
Annex 3 is suitable as a test

water.

The water quality is regarded as
good, if fish will survive for the
duration of the husbandry,
acclimatisation and testing without
showing signs of stress.
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Controls

23. = - = However, the dilution
water control can be omitted, and
the test conducted and evaluated
with a solvent control only,
provided it is appropriate when
considering the needs for these
data and the requirements of the
relevant regulatory authorities.
Low toxicity solvents only (i.e. ...I)
as recommended in Guidance
Document No. 23 (OECD, 2019)
should be used whilst solvents of
unknown toxicity should not be
used.
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