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5.2 Uniformity of mass for single-dose preparations

5.2 Uniformity of mass for single-dose preparations

Tablets

Uncoated tablets and film-coated tablets formulated to contain 5% or more of the active ingredient should comply with the

following test.

Recommended procedure

Weigh 20 tablets and calculate the average mass. When weighed singly, the deviation of individual masses from the average
mass should not exceed the limits given below.

Average mass of tablet Deviation Number of tablets

less than 80 mg

80 mg to 250 mg

more than 250 mg

%
+10.0

+20.0
7.5

£15.0
5.0
+10.0

minimum 18
maximum 2
minimum 18
maximum 2
minimum 18

maximum 2
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Demonstration of Monsanto
Hardness tester
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Apparatus A
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Apparatus B
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Basket-rack
assembly

I

1.9+0.9
— e
i
T
| 2
©
2
o~
+l
o
= I
|
- rwmm o
90 + 2 -~
! LH
2
©
o~
+
]

Figure 2.9.1.-1. — Disintegration apparatus A

Dimensions in millimetres

Disc
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Top
view

Side
view

Bottom
view
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Figure 2.9.1.-2. - Disintegration apparatus B
Dimensions in millimetres

15.3+0.15 |
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Figure 2.9.2.-1. — Apparatus for disintegration of suppositories
and pessaries

Dimensions in millimetres
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At the end of the specified time, lift the basket from the fluid and observe
the dosage units:

« all of the dosage units have disintegrated completely.

* If 1 or 2 dosage units fail to disintegrate, repeat the test on 12 additional

dosage units.

 The requirements of the test are met if not less than 16 of the 18 dosage
units tested have disintegrated.
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* For moulded suppositories, disintegration occurs in not more than 30 minutes
for fat- based suppositories and in not more than 60 minutes for water-soluble

suppositories, unless otherwise justified and authorised.

* For moulded pessaries, disintegration occurs in not more than 60 minutes unless

otherwise justified and authorised.

* For rectal capsules and vaginal tablets and capsules, disintegration occurs in not

more than 30 minutes.
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Yes

Is a dissolution test specified
in the individual monograph?

No

\ 4

Perform the dissolution test
using the method specified
in the monograph.

}

Is a limit specified in the

No

Is a dissolution test indicated in the
dosage form general monograph?

Yes

No

'

}

Unless otherwise justified

and authorised, perform the

dissolution test using a

validated in-house method.

Dissolution testing
is not required.

}

test?
Yes l

Apply the limit
specified in the
monograph

Was the monograph first

published before BP 20087

- Yes

No

Apply the established
BP criteria (not less
than 70% of label
claim in 45 min)

Apply the harmonised
criteria (Q = 75% of
label claim in 45 min)
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