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Dissolution Rates of Indomethacin Preparations
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(Recieved August 31, 1983)

The effect of diluents on the dissolution rate of indomethacin was studied
and the dissolution rate for the marketed products was compared to establish
the quality standard for indomethacin preparation.

The results are as follows
1. The effect of test methods was not significant in the case of paddle method

but was greatly effected in the case of basket method.

2. The effect of diluents was not significant generally, but in the case of

starch dissolution rate was greatly effected. v
3. The dissolution rate was remarkably decreased in proprotion to increase of

capsule size.

4. The marketed products met the KP dissolution requirement but showed a

little difference due to manufacturers.
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Al2—Indomethacin (KP IV), lactose (KP IV), starch (KP IV), calcium carboxymet-
hylcellulose (KP IV), talc (KP IV) olAtqd gt pH 7.2(KP W)
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Table ] —Specification for Experimental Tablets

Tablet No. Mai?nii%%izgki\f\gitr(lmg) lactose stl:fggtives (g:%l)er additives
1 25 250 — 25
2 25 187.5 62.5 25
3 25 125 125 25
4 25 62.5 187.5 25
5 25 — 250 25
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Figure 1—Dissolution profiles of indomethacin  Figure 2—Dissolution profiles of indo-
capsules and tablets by paddle method. methacin capsules and tabl-
Key: a,d, capsules; b,c, tablets ets by basket method.
Key: a,d, capsules;b,c, tablets
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Figure 4—Dissolution profiles of indom-
ethacin capsules due to - test
method.

Key: a, paddle method; b, ba-
sket method

Figure 3—Dissolution profiles of indome-
thacin capsules due to test
method.’Key: a, paddle method;
b, basket method
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Figure 5—Dissolution profiles due to the
excipient in the case of basket
method.

Key: a, lactose; b, starch
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Figure 7—Dissolution profiles due to the
test method in the case of lac-
tose as excipient.

Key: a, paddle method; b, ba-
sket method
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Figure 6. Dissolution profiles due to the
excipient in the case of paddle
method.

Key: a, lactose; b, starch
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Figure 8—Dissolution profiles due to the
test method in the case of
starch as excipients.

Key: a, paddle method; b, ba-
sket method
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Figure 10—Dissolution profiles due to the
Figure 9—Dissolution profiles due to ratio of lactose and starch as
the capsule size. excipient.
Key: a, number 4; b, number Key: a, lactose; b, lactose:
3; ¢, number 2; d, number 1; starch(3:1); ¢, lactose: sta-
e, number 0. rch(l : 1);d,lactose : starch(l : 3)
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Figure 11—-Dissolution profiles due to
the excipient in the case of
paddle method.

Key: a, lactose; b, lactose :

starch(3:1); ¢, Ilactose:

starch(1:1); d, lactose:
~starch(l: 3);e, starch

Figure 12—Dissolution profiles due to the
excipient in the case of basket-
method
Key: a, lactose;, b, lactose:
starch(8: 1);¢, lactose : starch
(1:1) d, lactose : starch(1:3)
e, starch
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