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AQ+
Question and Answer Section
By William Brown and Margareth Marques
The following questions have been submitted by readers of Dissolution Technologies. Margareth Marques,
Ph.D. and Will Brown,United States Phamacopeia,authored responses to each of the questions.
*Note: These are opinions and interpretations of the authors, and are not necessarily the official viewpoints of
the USP. Email for correspondence: web@usp.org

QWhat co n ce n t rations of hyd rochloric acid are
a p p ro p r i a te for use as dissolution media?

A The dissolution medium should be biore l eva nt,it should
h ave a co m position and a pH re p re s e nt at i ve of what is fo u n d
in vivo.Th e re fo re,a range of hyd roc h l o ric acid from 0.1 N
a bout 0.001 N is re commended to be used as dissolution
m e d i u m .

QWhich agitation ra tes are the most appro p r i a te for
use with USP apparatus 1 and 2?

AWhen using Ap p a ratus 1 and 2,the agitation rate should
be kept within the range of 25 to 150 rp m .Rates outside this
range are usually unacceptable be cause of possible irre p ro-
d u c i b i l i ty of the stirring be l ow 25 rpm and the int rod u ction of
t u r b u l e n ce above 150 rp m .The use of 50 to 100 rpm with
Ap p a ratus 1 and 50 or 75 rpm with Ap p a ratus 2 is re co m-
mended in the FDA Gu i d a n ce,Dissolution Testing of Imme-
d i ate Release Solid Oral Dosage Fo rm s.An agitation rate of
100 rpm with Ap p a ratus 2 may be useful for testing some
m od i f i e d - release dosage fo rm s.

QRe g a rding dissolution testing of suspe n s i o n s,
which test para m e ter is the most critica l ?

AThe dissolution process for suspensions is similar to that fo r
t a b l e t s,with the diffe re n ce that the disinte g rat i o n / d e a g g re-
g ation step is by p a s s e d.For suspensions one of the most cri t-
i cal aspe cts of the dissolution test is the int rod u ction of the
s a m p l e.The deve l o p m e nt of the dissolution test for suspe n-
sions should include a ca reful eva l u ation of the locat i o n
within the test vessel used for sample int rod u ct i o n .If the
sample is simply po u red on the top of the medium,a homo-
geneous dispersion throughout the ent i re volume of dissolu-
tion medium may not re s u l t . In some ca s e s,d i s pensing the
sample in the bo t tom of the vessel using a syringe or a pipe t
can be used to adva nt a g e.

QHow should the tablets or capsules be introd u ce d
i n to the dissolution ve s s e l ?

AWhen using Ap p a ratus 1,the tablet or capsule should be
p l a ced inside the basket with the basket dry,and then the
whole sys tem should be lowe red down inside the ve s s e l .
O n ce at the pro per height,the agitation is initiate d.For Ap p a-
ratus 2,the tablet or capsule should be int rod u ced into the
vessel with the medium still and the paddle motionless,t h e
a g i t ation is started up after the dosage fo rm has come to re s t
on the bo t tom of the ve s s e l .

QWhat po re size filters should be used in dissolution
te s t i n g ?

A The filter pore size can range from 0.45 µm to 70 µm.
However, if the filtrate has a cloudy appearance, or the 
filter becomes clogged,an alternative type of filter or pore
size should be evaluated. Occasionally, depth filters
grading from coarse to fine porosity may be necessary
where the suspended materials might otherwise block the
ultimate filter.

QShould the tablet weight be included in the ca l c u l a-
tion of the quantities of act i ve ingredient dissolve d
f rom a tablet?

ANo,all the ca l c u l ations in dissolution are done co n s i d e ri n g
the label claim and not the actual co nte nt of drug (or tablet
we i g ht) in each individual tablet.

QCan I use filter paper or co t ton to filter the sample
solution withdrawn from the dissolution ve s s e l ?

AFi l ter Pa per and co t ton are not the most appro p ri ate filtra-
tion mate rial to be used in dissolution.Grav i ty filtration is ty p i-
cally much slower than filtration from the syringe through a
m e m b rane filter assembly. Si n ce the filtration should be
ca rried out as soon as possible to stop the dissolution proce s s
f rom the act i ve ingre d i e nt still pre s e nt in the part i c u l ate s,
g rav i ty filtration is not favo re d.Fu rt h e rm o re,the filter should
be able to retain all the insoluble particles pre s e nt in the
dissolution aliquot.Any filter should be eva l u ated with
re s pe ct to adsorp t i ve inte rfe re n ce of the analyte on to the
f i l te r. I nte rfe re n ce to the analysis through the co nt ribution of
s u b s t a n ces leached from the filter should also be ex a m i n e d.

Q Should I eva l u a te other dissolution medium if I
kn ow that the act i ve ingredient has a good dissolution
p rofile in a particular medium?

AThe dissolution profile of an act i ve ingre d i e nt is gre at l y
i n f l u e n ced by the exc i p i e nts pre s e nt in the fo rm u l at i o n ,a n d
for exte n d e d - release dosage fo rms this influence is much
m o re impo rt a nt .If you are analyzing two diffe re nt immediate -
release fo rm u l ations co ntaining the same act i ve ingre d i e nt,
t h e re is a good chance that the same dissolution medium
could be used for bo t h .But if you are wo rking with mod i f i e d -
release dosage fo rms you need to find which is the most
d i s c ri m i n ating medium for each particular fo rm u l at i o n .


