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Questions? Contact the Agilent dissolution team for:
Methed development assistance, regulatory guidance, and instrument-related support

Email dissolution hotline@agident com Vied: dissolution chem agilent. com

A RRM T DA E ML (dissolution.hotline@agilent.com) #1 Dissolution Exchange (dissolution.chem.
agilent.com) MEFRER, EFNNARENIZ RN ACHLRERBSAEMNEXNTAEE. BHEFE
mEEEIFEL 708-DS MM HX kR, SBALRECEFRSHL, ANENESHENRELL R,
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USP Apparatus 1 USP Appar:

Click the baskel lo show more.

o | Y TN

S ——————gpead Basket Apparatus

& “y—— Evaporation Cover

Shaft
—— Centering
(_}— +—— Sampling Point
[ Vessel
T Basket
Runout
(Taken at point A)
A/
7— Basket Position

Water bath temperature: 36.5 -37.5 °C

Apparatus 1 was developed in
the 1960s and consists of a
long shaft atlached to a disk
with three clips securely
gripping a 40-mesh baskel.

Tne dosage form is placed in
the basket, immersed in
typically 900 mL of media and
1he shat rotated until the:
dosage form has dissoived.

2 The Dissolution Apparatus - Anatomy << 1 2 3 4 H 6 >
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Media

Gasses dissolved in the media interfere with the dissolution process. To
remove this as a potential source of error, it is recommended that the media
be deaerated prior to use. Note: Media must be deaerated prior to USP
apparatus suitablilty testing.

Turbulence at Interface Due 1o Aeration of Media - and Effect on Dissolution
© Dissolved gas  © Active Pharmaceutical Ingredient

Improperly
Deaerated

Properly Deastated

Boiling the media is not a recommended means of deaeration as the high
temperatures denature the enzymes and buffers in the media. Instead, USP
guidelines state thal the media should be slightly heated and the pressure
dropped, effectively ensuring that boiling occurs at a lower temperature,
preventing media decomposition

3 Critical Physical Parameters << 12f45673839 >
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erform fication
The following list summarizes the best time 1o perform qualification on the
i i Note: the di lion apparatus must not be moved after

qualification.

Click the numbered bultons for further infermation about each incident

Qualification should be performed:
@ Ateer initialinstaliation

@ After a fixed period of time
© Atter making repairs
@ Atter movement of the apparatus

@ Aiter replacing spare parts

After initi

Qualification should be performed upon initial installation of the
dissolution apparatus, after the Installation Qualification (IQ) and the
Operational Qualification (OQ) have been performed.

5 Dissolution Apparatus Qualification
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Click on items from the list below to show
those operation checks that should be made
on the apparatus shown acress prior to a

dissoluticn run,

Shaft Runout (Wobble)
Waobble measurements should be taken on the lower rim of the
basket using either an analog or digital runout gauge. The speed of

] Shaft Runout

the basket should be slow enough (50 rpms) to ensure that an
l_ accurate reading is taken.

~

RPM Check
Base Plate Level
Vessel Temperature

Paddle / Basket Height

Show Method

mlin)

Shaft Gentering

Vibration Check

Qualification

miimimiim]
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