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661—158.5(321J) Modifications to an approved IID.   The manufacturer shall inform the laboratory in
writing of any modifications that will affect the accuracy, reliability, ease of use, or general function of
the approved IID. The notification shall include, but not be limited to, a listing of those modifications that
were made, those components that were redesigned or replaced, and any additional alterations. Each of
these changes should also include a narrative explaining how the modifications or alterations will affect
the accuracy, reliability, ease of use, or general function of the IID. The laboratory reserves the right to
test the IID to determine if the IID meets or exceeds the requirements established in this chapter.
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