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AutomatedTabletDissolutionTestingand HPLCAnalysis
Conditions:

Sample:Prednisonecalibralor
PREDNISONE-All Vessels lablet, 50 mg

120.
Column:lsBondapakTM C18
(3.9 x 300 mml

100
Mobile phase:Methanol/water

80 (50:50l

Gradienl:Isocralic

-_,,_ 60 FlowRale: 1.5 ml/min.
/5

o_ 40 Delection:UVat 242 nm

InjeclionVolume:25 pI

20 SamplePreparation:Dissolution
condilions: Media = 900 mlof
waler; 37°C; USPapparalus#2O I " l " " I "
Ipaddleslal 100 rpm; samples I

0 10 20 30 40 50 takenal 5, !0, 15, 20, 30,40,
Time(minutes) 5o min; samplingvolume= 0.7

ml.

Waters DissolulionSystemaulomalesIhe IransFerof samplesfromthedissolulionbalh 1othe HPLCautosampler. TheHPLC
inieclssampleswhileIhedissolulionoccurs,savingtime. Posl-rundala reduclionproducesdissolulionprofiles,statisticsand
delerminespassor failureof lhe dissolulionteslIQFador).
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Objective: Details: System:

Thisapplicalionnolepresenlsan automatedsystem, The600E PowerlineisIhe syslemconlrollerwhere TheDissolulionSystemconsisisof a HansonSR2
hardwareanddala, forsimplifyinga tedious, Ihedissolutionsamplinglimesare entered,along balh,a HansonTransferConlroller,a VV1SP712D
governmentregulaled,qualityconlrd leslIhatmusl wilh Ihe.requiredHPI.Ccondilionstot Ihepump, autosampler,a Powerline600E solventdelivery
beperformedon a minimumof sixtablets,capsules : jnjecIo¢anddeleclor. SinceIhe 712D canonly system,a 486 L,IVdglecIorand 820 Maxima dala
orcaplelsfromeverybatchandIol. Theresulisare performone funclional a time, Ihe Iransferof stationwithdissolulionsoftware.
availablemorequicklybecausechromalographic samplesalwaysoccursat Ihecorrect lime;and
analysisiscarriedout whileIhedissolutionlest inieclionsIhenoccurwhensamplesare nol being A'ltemalivecomponenlsare non-Hansonbalh, RI
proceeds.Thedala JsIhenavailablefor post-run laken. (410] or conductivity1431) deteclors,or 845 or
dissolutiondala analysis. 860 data slalions.

\ Thepost-rundissolutionsoftwarecakulales lhe
amounlof drugreleasedand thepercentreleased.
Stalisticsare calculatedfor each time point,provid-

' ing themaximumand minimumvalues,theaverage, References:
slandarddeviationand_RSD in each group.
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