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Drug substance specification (USP &)

Amoxicillin
an.e Definition Amoxicillin contains NLT &oo pg/mg and NMT
@od&o pg/mg of amoxicillin (CaoHasNanO&S),
calculated on the anhydrous basis.
oo Identification test m‘i’mr}i’lumuﬁisﬂu drug substance specification
(IR, HPLC)
an.en Ussneusnendrney Roo-@odo ug/mg of amoxicillin
(CovHaaNmO&S) on the anhydrous basis
en.@ Organic Impurities AFIVIUNN ATV @
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M50 @ Organic impurities

Relative Acceptance
Narme Retention Criteria
Time NMT (%)
Amoxicillin related compound | (D-hydroxyphenylglycine) o-ale o
o.&m ®.0
Amoxicillin related compound D (amoxicillin open ring)
0.9 ®.0
Amoxicillin related compound A (o-aminopenicillanic acid) o Si
Amoxicillin related compound B (L-amoxicillin) o= )
Amoxicillin o )
Amoxicillin related compound G (D-hydroxyphenyl glycylamoxicillin) o0 T2
Amoxicillin related compound E (@amoxicillin penilloic derivative) w& .
Amoxicillin related compound M [N-(penicillan-o-yl) open ring 0.0 ©.0
amoxicillinamide]
Amoxicillin related compound F (phenylpyrazinediol) L i
Amoxicillin related compound C (amoxicillin rearrangement product) s e
Amoxicillin related compound E (amoxicillin penilloic derivative) =g =
Amoxicillin related compound J {amoxicillin open ring dimer) Sl i
Amoxicillin related compound L [N<(penicillan-o-ylamoxicillinamide] . ©-©
Any unspecified individual impurity } ©-0
Total impurities ' o
o.& Crystallinity m’sﬁlﬂi’lumuﬁisﬂu drug substance specification
. o ' <l . :
o. o Dimethylaniline ms’mmumumsq‘lu drug substance specification
on.ed pH nd - 9.0
m.c Water determination 00.€% - oc.&%
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on.«¢ Additional requirements
m..e Packaging and storage Preserve in tight containers, and store at controlled

room temperature.

Clavulanate Potassium

m.e Definition Clavulanate Potassium contains the equivalent of
NLT ed&.&% and NMT «lo.0% of clavulanic acid
(CeHaNO®), calculated on the anhydrous basis

oo Identification test m%whum’mﬁisﬂu drug substance specification
an.en Usuneudnendnngy 0&.&%-wlo.0% on the anhydrous basis .
en.& Impurities
om.&® Limit of clavam-lo-carboxylate potassium NMT oc.0e%
a.ao Limit of aliphatic amines NMT o.o%
.. Limit of -ethylhexanoic acid NMT o.2%
on.& pH ¢é& - x.0
m.o Water determination NMT @.&%

o.e) Additional requirements

m.el.e Packaging and storage Preserve in tight containers

Finished prodrug specification (USP &)

. Definition Amoxicillin and Clavulanate Potassium Tablets contain
the equivalent of NLT @o.0% and NMT elvo.0% of the
labeled amounts of amoxicillin (CeoHaeNmO&S) and

clavulanic acid (CkH&NO).

oo |dentification mia%mumuﬁssﬂu finished product specification
(HPLQ)
o.lo Assay 0.0 - ewo.o LA,
en.en Disintegration Tablets labeled for veterinary use only; emo min, simulated

gastric fluid TS being substituted for water in the test
.« Dissolution test Test @: NLT ®&% of the labeled amount of

CeoHeaaNanO&S and NLT go% of the labeled amount

of CeHaNO& are dissolved.
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Test : NLT @&% of the labeled amount of
CeoHaaeNanO&S and NLT @o% of the labeled amount
of CeHaNO¢& are dissolved.

on.& Uniformity of dosage unit mimmum’mﬁisﬂu finished product specification
on.'> Water determination NMT e@6.0%

en.e¥ Microbial enumeration tests : The total aerobic microbial count does not
and tests for specified microorganisms exceed @o™ cfu/g, and the total combined

molds and yeasts count does not exceed

@ol cfu/s.
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<. oo nsed bl erdunuu (Original) 9gd el voyan1sdnwrgaauya (Bioequivalence)
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