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6.10 Dissolution Test
- 'Cbaﬂge to read' fbﬂbmhg;paif tmder'Appam fus fbr F]ow-fl'ﬁz’o uglz C‘eﬂ Metlzod-“ :

.Apparatus for Flow-Through Gell Met}md (Apparatus 3)—~The assembly conswts of a reservoir and a
' pump for the d:tsselutmn medmm, 2 ﬂow through cell, a water bath that -
| maintains the dissolution medlum at 3’&0 5°C. Use the cell size spemﬁed in the ixicﬁi.zi&uél menograph

- The pump forces the dJssolutmn medium upwards' th:cough the flow- through cell The pump hasa’
delivery, range between 4 anci 18 ml per mmute w1th stan&ard flow rates of 4, 8, and 16 mL per‘
mmute Tt must dehver a constant flow (15 percent of the nommal flow rate); the ﬂow profile should be
sinusoidal with a pulsatmn of 120:}:10 pulses per. mmute A pump without the pulsatmn may also be
. useci DlSSolutmn test procedures usmg the flow-through cell must be charactenzed with respect to.
xate and any pulsatmn .

. The flow-through cell (see Figures 6. 10 3 and 6 10- 4) of transpaz‘ent and mert matenal is mounted
vértically mth a. filter system (specified in- the sndividual monograph) that prevents escape of
unfhsseived particles from the top of the cell; stamiard cell d:ameters are 12 and 22.6 mm; the bottom :
cone is usually filled mth small glass beads of about T-mm dlameter with one bead of about .min,
‘posztmned at the apex to protect the fluid entry tube; a tablet holder (see Fzg‘ures 6. 10 3 and 6.10- 4) 13;_ "
avallable for posztmmng of special dosage forms The cell is mlmersed i a water bath and the
~temperature is maintained: af 370, 5 C. | ‘

The apparatus uses a clamp mechamsm of two O xmgs to assemhle the cell The pump s separated
’ from the cizssolutmn umt in order to sbmel& the latter dgainst any wbra’aons origmatmg ﬁ:om the pump._
‘ The position of thel: pump should not be on 4 level bzgher than the reservelr Hlasks. Tu‘be connectmns '
are as short as p0551ble Use suxtably mert tubmg, guch as polytef with-about 1.6mm inner diameter -
and mert; ﬂanged end comlectmns . . » ‘ . )

Apparatus Su1tab1htyw«The determmatmn of su1tabﬂ;ty of a Lest assembly o perform d1ssolutton
testmg must include conformance to the dlmensmns ami to}exances of the ‘apparatus as given. a?aove In
addition, critical test parameters that have to be momtored periodically dunng use inciude volume and
"temperature of the dissolution medlum, ratatmn 9pee& (Basket Method and Paddle Method) ‘and ﬁow
rate of medium (Flow- Through Cell Method). .

Determine the aceeptable performahce_qf the dissolution test agsembly periodically.
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