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MED 6400: xylene dxspersmn for 1% glumg layer
, How are these equwalent" L

2
{ miain shell component MED6 6400 and did not include the patch

.| closure component — you replxed recently that the closure patch was‘ )
less’ that 3%of the total so you dld not need to test '

How have you determined that the main shell and the closure e
patch are chemxcally equxvalent?

Blologlcal safety testmg of the envelope was conducted onthé I
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Dlscrepancy of ldentlty of closure patch in documentatlon

1 Q: Is it MED 2245, as appears i —sta}nﬂf he matenals and
manufacturmg data or is lt D6 6400? o L
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Blo!ogncal safety testing, . '

Theré are two issues.from the blologlcal safetydata ~

1 the dosage used: in the reproductive toxicity testing is equlvalent
to 2 500cc 1mplants and yet you 1ntend to marketup, to 800cc

. »1mplants

' Q how ean yoﬁ Justlfy the applxcablhty of' data that reIates to

B the loweér dosage?

ISO 10993-3. What is the scientific justification for not

. complymg?
|| ISO:10993-3 “ .. .a series of in vitro tests shall be used., This series -
shall include at least 3 assays. At least 2 of these should preferably
use &nammallan cells as a target

. The genotoxxc:ty reg1me you have used does not fully compIy to
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