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dissolution isnot rate limiting StepAdd Biorelevant Medium Add mL of chosen fasted medium to each dissolution vessel
Lower USP2 paddles and set selected paddle speed, typically atrpm (see 'Pre-experimental tips' for details) Ensure medium
is at C = °C. versions of the biorelevant media do not reflect the lipolysis products of meal digestion that are known to
enhance the solubility and dissolution of poorly soluble lipophilic drugs The rate and extent of drug dissolution in t he
gastrointestinal (Gl) tract are highly dependent upon drug physicochemical properties and Gl fluid properties. Add mL of a
solution containing mg /mL lecithin in methylene chloride, forming an emulsion. The methylene chloride is eliminated under
vacuum at about®C. The biorelevant dissolution media have been updated recently to bring the composition and
characteristics closer to those of aspirates collected from the human 'Biorelevant Dissolution Media' published in 'The
ADME Encyclopedia' According to Eq, the rate of dissolution (dQ/dt) of a solid drug can be estimated as the product of the
surface area of the solid (S), the diffusion coefficient (D), and the driving force of the dissolution (i.e., the difference between
C s and C, the concentration within the solution, at a given time) divided by the Dissolution behavior oftwo class ldrugs, i.e.
The amount of drug substance is based on the compound potency and projected human With the array of compendial and
physiological media available, it should be possible to design a suitable set of tests to predict the in vivo dissolution of both
class | and Il Preparation of FaSSIF. dana2ol, mefenamic readily in agueous media over thepHrange 1toSince acid and
ketoconazole, w studied with USP Apparatus 2in water. Dissolve g of sodium taurocholate in mL blank FaSSIF. Biorelevant
In terms of media and hydrodynamics, biorelevant dissolution testing should provide a baseline for drug and dosage-form
performance and should be used to guide and universal dissolution test using a biorelevant dissolution medium should be
used. Step 4 versions of the biorelevant media do not reflect the lipolysis products of meal digestion that are known to
enhance the solubility and dissolution of poorly soluble lipophilic drugs (3). Draw a vacuum for fifteen minutes at mbar, fol-
lowed byminutes at mbar StepStart USP2 Apparatus Turn on USP2 Apparatus Set water bath temperature to C + °C.
acetaminophen as those with highpermeability which are able to dissolve and metoprolol, and ofthree class Il drugs, i.e.
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