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Table I—Tablets and capsules requiring U.S.P. XIX content uniformity

Numbers listed Numbers requiring content
Dosage form in compendia uniformity test

U.S.P. N.F. U.S.P. N.F.
Tablet 179 178 95 124
Capsule 49 41 11 20
Total 228 219 106 144
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Table B-—Probability meeting U.S.P. XIX content uniformity requirements for tablets

23 HHRSY SRREET ALTS

& FEHTA L

FE3A7 ARAFE o

Coefficient of variation of drug

Coefficient of variation of tablet weight(yy)

7w 0.0l 0.03 0.05

dp=—0.04 8y =0. 02

0.01 1. 0000( 1. 0000 1. 0000C1. 0000) ™™™ 0. 9999(0. 9999)

0.03 1. 0000C1. 0000) 0. 9998(1. 0000 0. 9666(0. 9979)

0.05 0. 9904(0. 9996 0. 9550(0. 9966 0. 7894C0. 9600)
6p=0. 00 oy=—0.08

0. 01 1. 0000C 1. 0000) 1. 0000C1. 0000D 0. 9905(0. 9986

0.03 1. 0000C1. 0000) 1. 0000C1. 0000) 0. 960500, 9972)

0.05 0. 9994( 1. 0000) 0. 9685C0. 9994) 0. 8165(0. 9694)
dp=0.07 sy=—0.01

0.01 1. 0000C1. 0000) 0. 9972(1. 0000) 0.7299C0. 9447)

0.03 0. 9990( 1. 0000) 0. 9332(0. 9947) 0. 5701€0. 8734)

0.05 0. 8121(0. 9708) 0. 623300. 8994) 0. 3495(0. 7052)

Probability for U.S.P. XVIII is in parenthesis.

Table IIl—Probability of some tablets to meet the requirement of U.S.P.” XIX content uniformity
sampling plan

Tablet Target value  Value in practice St. dev. Probability
INAH (100mg) Weight(mg) 200 197.1 2.7
Unit contents* 0.5 0. 516 4.28 L. 0000
Hydrochlorothiazide Weight (mg) 180 182.3 3.25
(50mg) Unit contents* 0.278 0. 269 3.2%1072 1.000g
i Weight (mg) 100 102. 5 2.06
Prednisolone(5mg) 11,41 contents* 0.05 0.048 2.56% 108 0-7697

* Unit contents are the weight of drugs contained

in 1 mg of tablets.
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