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Drug Product Attributes

Strength

Rre differences in physical attr ibutes of

;. IRSolids: Strength per unit NLT 1mg or 1% w/w

- Oral/topical solutions drug substance . Ingredients used in manufacture of drug

< concentration in drug vehicle is LT 50% o product reported to impact pro duct
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A sterile solutions of simple salts

~. ™. drugsubstance concentrationin drug vehicie is LT

A7 15%

IS T/ .

\\\‘\ 4\\

P > - -

LS Drug Product Attributes Drug Product Attribute

e - T
Marketing History Release and Stahi lity Assessme nt

L
N

: Has the DP been on market for five ye ars, with
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Release & Stability Specifications
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Release and Stabi lity Specification

Does the drug product specification conform
to contemporary standardsp

. tweyears real time stabi lity data available - Product Degradation Prefile
P on a minimum of three commercial T Product Storage
R batches? L
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Product Degradation Profile

Is the drug product degradation profile
predictable and are degradants
controlled?

No know toxic impur ities or degradants
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Product Storage

Is the drug product stored at CRT and
required no speci al packaging?
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