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Testing of suppositories

gl el

Finished suppositories are routinely
inspected for

Appearance

Content uniformity

Melting range test

Fragility (hardness) test

Disintegration test




1Jie dyidi g ) (e sl pundd ALl Jaaladl
R

(5 sinall (uilad

St dlas

(5 suiil) Ap5Lig]) mnd

il yand

[

[}

gaall g Ay padll ol JLERYY o

:(overal apperance) alall sl 2 Al jgkiall o] o

walall 5 At 3 g ¢35l uilant s ol Alpenilly G0
Gadll g Lilid o 5 | (surface texture) k!
A ga cilelid o S o caban jalaag g salall Cal sl
sl B ) AU 5 gl i A (s yay LS
e gall Cals ‘A\BJM\QSJ&@JC&:L;E A g g 8 1 LaS
A aan




PN oled @

USA.:LAJM\AJM]\ oau‘wemuj&g\dm&
el 5 Jgrall 2my L jeme SVl aaatg (aS650 (e Ji)
sacld A4y d saladl S dla (A5 dnla ) daiia o
5ok alsh (ol ¥ o caal gl (ed Jualail

Qj\gﬂ u@l&ﬁ JLAES‘ o

w\u}wmu\}mM\uY\e&a.J@_xmb ®
u...u,]a_ﬂ\ Gj\ L@J\i’u\ LA

Cr e Mg Le Wlad | L glas LAY 138 o1 ey Ll
JSI gl 5l aamy o3 Dlia Agassi (20) Jaelal
PN NNV g L RSB T IR SERIPV IR R
gl 0550 e Baa il o 55!




s ol 338l e sl AV (0 )l Cadlia aae (i o
( %5) 3adae dpd (pe ‘)JSL;
Cazaall J\qs.o,g umyx

S5 (20) daal (0

Table 2951
Pharmuceutical Form Avernge Muse Percentage
deviation
Taublets -{ugma&& and 80 mg or Jess 16
Hlm-coated) More than 80 mg and 75
exs than 250 mg ‘
_ 250 mg or more §
Capsules, granules Less than 300 mg 1
{unzoated, singledoze) " "

_and powders (singledose) 300 mg or more w5
Bowders for parenteral uge® More than 4G g i
{singtledase)

_Sa;:;yesizﬁr‘ies and pessaries Al mosses 5
Poseders for eyedrops and Less than 300 myg i
powxiers for eye fotions 300 g oY e 15
{singledose)

* Wheyn the average mass s egual to or dilow 40 myt, the preé:sraﬁm
is pot submitted o the test for uniformity of mats but to the test for
uniformity of content of single-dose preparations {2461,
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Breaking test (hardness)

e To measure the fragility or brittleness of
suppository

° Double wall chamber in which the test
suppository is placed

e Water at 37c is pumped wall

e The suppository supports a disc to wich rod is
attached

e the other end of the rod consist of another
disk to which weights are applied
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Figure 29241, ~ Apparatus for the Jdelermination of the yesistancy 1o rupture of suppositories amd pessoriex




e The test was conducted by placing the
suppository to support the axis of 600g weight

e At one minute intervals 200g weights are
added

* The weight at which the suppository collapses
is the breaking point

* When the breaking point reached in the first
20sec the added weight was not calculated
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e When the breaking point reached in the
second 20sec half the added weight was
calculated

¢ When the breaking point reached in the third
20sec all the added weight was calculated
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Melting range test

e Melting range is a measure of the time it takes
for the entire suppository to melt when
immersed in a constant temperature (37c)
water bath

* Usp tablet disintegration apparatus is used
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* The test for uniformity of content of single-dose preparations is
based on the assay of the individual contents of active substance(s)
of a number of single-dose units to determine whether the
individual contents are within limits set with reference to the
average content of the sample.

*  Method Using a suitable analytical method, determine the

individual contents of active substance(s} of 10 dosage units taken
at random.




 Capsules, powders other than for parenteral use,
granules, suppositories, pessaries The preparation
complies with the test if not more than one individual
content is outside the limits of 85 per cent to 115 per
cent of the average content and none is outside the
limits of 75 per cent to 125 per cent of the average
content. The preparation fails to comply with the test
if more than 3 individual contents are outside the
limits of 85 per cent to 115 per cent of the average
content or if one or more individual contents are
outside the limits of 75 per cent to 125 per cent of'the
average content.

° |f 2 or 3 individual contents are outside the limits
of 85 per cent to 115 per cent but within the
limits of 75 per cent to 125 per cent, determine
the individual contents of another 20 dosage
units taken at random. The preparation complies
with the test if not more than 3 individual
contents of the 30 units are outside the limits of
85 per cent to 115 per cent of the average
content and none is outside the limits of 75 per
cent to 125 per cent of the average content.




