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Einish . Amoxicillin trih

AusuUAnIunaia USP e v BP boem
®. Identification ATIIY AT

. Assay

wo.o-eko.o LA of amoxicillin and

clavulanic acid

wo.o0-eod.0o% of stated amount
Amoxicillin
wo.o-eod.0% of stated amount

clavulanic acid

o.  Disintegration

NIV

« Dissolution NLT @&%(Q) LA of amoxicillin and | #593WU
NLT @o%(Q) of clavulanic acid

&  Uniformity of dosage unit | #3798 )
©.  Water determination NMT @0.0%
. Specified microorganisms | A5
&.  Impurities NTIVEU
& Related substances ATITNIU
Drug substance : Amoxicillin (USP) Amoxcillin trihydrate (BP)

AsNUANIamAiia USP ao BP woem
@. Identification AT AT

b. Assay

coo-a,0&o-mcg of amoxicillin per mg

on anhydrous basis

x&.0%-eolb.0%
(anhydrous substance)

o.  Impurities
- Individual

-  Total

NMT @.0%
NMT &.0% -
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Drug substance : Amoxicillin (USP) Amoxcillin trihydrate (BP) (si®)
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& Crystallinity ATIMIU
& Dimethylaniline ATIIU
©. pH n.&o.0 ng - &&
o. Water determination 06.6%-0&.&% ©6.€% -oc.¢ %
&.  Sterility test NTIMIUY

. Bacterial endotoxin

NMT o.lb& USP endotoxin unit/mg of
amoxicillin

@o. Specific optical rotation

+octo to +me& (Anhydrous
Substance)

e®. Related substances

- Any impurity(each)
- N,N-dimethylaniline

NMT @.0%
Maximum o ppm

@lo. Sulfate ash

Maximum &.o0%

Drug substance : Potassium clavulanate
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@. lentification AT ATIINU
. Assay nd.d% - «lo.o% of &0.¢% - @o.o%
clavulanic acid calculated (anhydrous substance)
on the anhydrous basis
o.  Impurities MW
- Total - NMT 8% - NMT 0%
- Clavam-e-carboxylated potassium - NMTo.00% -
- Aliphatic amines - NMTo.e% - NMT o.lo%
- o-Ethylhexanoic acid - NMT 0.8% - Maximum o.&%
&€  Bacterial endotoxin NMT o.om USP endotoxin Less than o.om IU/mg
&  Sterility test ATIY
o. pH && - .o in @ mg/ml &d&-ago
@.  Water determination NMT &.4% Maximum o.&% (on & ¢)
®.  Specific optical rotation +&n to +om (anhydrous substance)
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Drug substance : Potassium clavulanate (5i8)
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. Related substances

- Impurities E,G - NMT 0.0%
- Any other impurity (each) - NMT o0.6%
- Total - NMT lv.o%
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