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—<ectd : ectd xmlns:ectd

“http://www. ich.org/ectd”xmins:xlink
“http://www. w3c.org/1999/x1ink”dtd-version
“3.00">

—<m3-quality>
— <m3-2-body-of-data>
—<m3-2-p-drug-product>

— <m3-2-p-4-control-of-excipients
excipient="crosscamal lose-sodium”>

+ <m3-2-p-4-1-specifications>

+ <m3-2-p-4-2-analytical-procedures
>

+ <m3-2-p-4-3-validation-of-
analytical-procedures>

+ <m3-2-p-4-4-justification-of-
specifications>

</m3-2-p-4-control-of-excipients>

—<m3-2-p-4-control-of-excipients
excipient="magnesium-stearate” >

+ <m3-2-p-4-1-specifications>

+ <m3-2-p-4-2-analytical-procedures
>

+ <m3-2-p-4-3-validation-of-
analytical-procedures>

+ <m3-2-p-4-4-justification-of-
specifications>

</m3-2-p-4-control-of-excipients>

— <m3-2-p-4-control-of-excipients
excipient="purified-water”>

+ <m3-2-p-4-1-specifications>




+ <m3-2-p-4-2-analytical-procedures
>

+ <m3-2-p-4-3-validation-of-
analytical-procedures>

+ <m3-2-p-4-4-justification-of-
specifications>

</m3-2-p-4-control-of-excipients>

— <m3-2-p-4-control-of-excipients
excipient="sodium-chloride”>

+ <m3-2-p-4-1-specifications>

+ <m3-2-p-4-2-analytical-procedures
>

+ <m3-2-p-4-3-validation-of-
analytical-procedures>

+ <m3-2-p-4-4-justification-of-
specifications>

</m3-2-p-4-control-of-excipients>

— <m3-2-p-4-control-of-excipients
excipient="titanium-dioxide” >

+ <m3-2-p-4-1-specifications>

+ <m3-2-p-4-2-analytical-procedures

+ <m3-2-p-4-3-validation-of-
analytical-procedures>

+ <m3-2-p-4-4-justification-of-
specifications>

</m3-2-p-4-control-of-excipients>

— <m3-2-p-4-control-of-excipients
excipient="animal-human-novel” >

+ <m3-2-p-4-5-excipients-of-human-
or-animal-origin>

+ <m3-2-p-4-6-novel-excipients>
</m3-2-p-4-control-of-excipients>
</m3-2-p-drug-product>
</m3-2-body-of-data>
</m3-quality>

</ectd:ectd>
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