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Effect of Mixing Ratios of Active Ingredient on Content Uniformity of Tablets

Kil Soo Kim
College of Pharmacy, Ewha Womens University, Seoul 120, Korea

Abstract—The effect of mixing ratios of active ingredient on the content uniformity of tablets

was studied using caffeine as active ingredient and hydroxypropyl starch as diluent.

In the case

that caffeine content was not more than 1%, the standard deviation of individual tablet assays
was inversely proportional to caffeine content.

deviation was constant independently of caffeine content.

In the case of more than 1%, the standard

In the case that the designed tablet

weight was not more than 200mg, the standard deviation of individual tablet assays was inversley

proportional to tablet weight designed. In the case of more than 200mg,

it was constant and the

results for weight variation against the designed weight showed same tendency.
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Table I-Standard deviation of caffeine contents against mixing time and ratio.

Caffeine contents in HPS(%)

Time, min —

1.0 10.0

0.1 0.5
1 7.35%x107* 2.74x107* 7.10x1073 3.50x107?
2 3.62x10™* 1.06x107* 3.61x107® 9.00x1073
9.50x 107 5.70x107® 6.20x 107 4.10x1073
10 6.30x107° 2.10%x107® 5.10x107* 2.80x 1072
20 5.10x107% 2.30x107® 4.00%107* 2.50x107°
30 7.10x107° 3.40x107° 5.90x10~* 2.50% 1073
60 7.50%107® 3.10x107° 6.40x10* 3.10x107?
Limiting value 7.65x107° 3.83%x107° 7.65%x107* 7.65%x1078
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Fig. 1-Mixing of caffeine in HPS. Requirement for
USPXXI(Ha) is that 95% of the results lie
within 15% of the mean.

Key: o, 0.1% caffeine;
4, 1% caffein
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Fig. 2-Change of content uniformity of caffeine
tablet against the caffeine contents in HPS in
the case of tablet weight of 100mg
Key: o, content uniformity;

s, weight variation
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Fig. 3-Change of content uniformity of caffeine tablets
against the tablet weight in the case of caffeine
contents 0.5% in HPS.

Key: o, content uniformity;
a, weight variation



346 ] 2

s
I

FASAA A FAE FANE A HA 9
29 FFFAY L FFAA BAE 4
sz geh o) Atz mw A9 o7
200mg o Fel A AAY FoAo] GE FFT
VY& dehle TEHA 2 FFARE 4A
oz §XHx 9ot 200mg o) 3ol A
T URY BEAA L FPAAS el F7
3 e A Ge A
A e PRTANE FEEANYL
2 uAY F 9ut A e F2 9o,

2 E

Aslg Forem, HPSE ¥aA2 & Aol
A FAE EPelgel FFTLA WAL
Fe AW A 3% e ALE LA

1) Ferel Eulgel 1% ol sl AL 3
fol web FFTAAN 4FE 4FE 1A
b ol AL AY e oA e
FYAAAT A FFTYYL AT 5 9

=

ek,
2D BAS FAd B FFFAYL 200mg
AL FFELAl A GFE 014

FA 2 o|F AL A FFL AT 2
Ptz dsges FEAAs gow g

FHAAARen FFFAYL 2AE
et

2 =l

D Agekd A 544, H3FAAE3 p. 1214 (1987).

2) USPXXI, USP Convention Inc., p.1277 (1985).

3) Kim, K.S.: J. Pkarm. Soc. Korea 20, 1 (1976).

4) Kim, K.S., and Lee, M.H.: J. Pharm. Soc. Korea
21, 95(1977).

5) Clarke, E.G.C.: Isolation and Identification of
Drugs, The Pharmacentical Press (1971).

6) Hersey, J.A.: J. Pharm. Sci. 63, 1960 (1974).

7) Hersey, J.A., Cook, P., Symth, M., Bishop, E.A.
and Clark, E.A.: J. Pharm. Sci. 63, 408 (1974).

J. Pharm. Soc. Korea



