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Pyridostigmine bromide 60 mg tablet

2. 1w 1 da Usznaudiaeaen Pyridostigmine bromide 60 mg
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USP 35

BP 2013

1. USinmdaedey

95 0% - 105 0% of the LA of

Pyridostigmine bromide

92 5-107 5% of the L.A. of

Pyridostigmine bromide

2. Identification

ATIINU

AU

3. Dissolution

azaghiteundt 80%(Q) of the LA,

of Pyridostigmine bromide 11 60
w

AT General requirement
VAUNFBITUMIY Finished
product 3JUuuY Tablets

4. Uniformity of dosage units

ATIHY

AU General requirement
VBANIBEIUFINIY Finished
product JUuLY Tablets
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5. Related substances - By liquid chromatography

-Pyridostigmine impurity B:NMT 6%
-Pyridostigmine impurity A:NMT0.4%,
-Sum of the areas of any other

secondary peaks NMT 0.4%
-Disregard any peak with an area
less than the area of the principal
peak NMT 0.04%
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1.1 'lm%m"tymsifumtﬁuue’iﬁ’um (8.2 8.3 nu.4 udusnTdl)
111 'luns:ﬁﬁtﬂumﬁwﬁm‘luﬂmm‘lnu (mangds ne.2)
112 lunsrﬁﬁtﬂummtfmﬁ‘_amsuﬁoum (mnefis ne.3)
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4.1 namwminmﬁ:nqnwmwamnm‘rfwmgwam (Certification of analysis) 'lum;u#mn.ﬂumamo
42 pq msmvﬁmﬂzﬁqmwwf«aqﬁu (Raw material) maaei”:mﬁwn"q;ﬁh"lun‘mﬁnm VaHaen
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AUINIRMINARANDS Pyridostigmine bromide®

waiEninaiin | _usems |l Pzl ,
TRy 98.5% - 100.5% of Pyridostigmine bromide 93.5401.6% of Pyridostigmine bromide
-_| (Calcuiated on the dried basis) (Calculated on the dried basis)
2.Identification Ak anvrhy '
'_3;Appearance of solution - AT
4.Melting range 154° to 157° . - q
S.Loss on drying NMT 2.0% NMT 0.5%
6.Residue on ignition NMT 0.1% ] - q
7.0rdinary impurities AT -
8.Acidity or alkalinity - ATV
9.Related substances - By liquid chromatography
-Impurity A,B : For each impurity NMT 0.4%
-Total impurity : NMT 0.5%
-Disregard limit : NMT 0.05%
10.Heavy metals - NMT 20 ppm
11.Sulphated ash - NMT 0.1%
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7.1 lunstﬁifumtﬂuummu'mn'i'l 21 wdsIld M N ENaN S WA Long term stability anafifu
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1=The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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