FuazdunRNANYMZIANIY
81 Amoxicillin e/¢& mg + clavulanic acid elé& mg film-coated tablet

©. A7UABINS 81 Amoxicillin gei& mg + clavulanic acid e mg film-coated tablet
AU es/0,000 Win

. ﬂmawﬂmlﬂ

.o JULUU : gusinadeuRan (lm coated tablet) liasulseniu

oo d1UUSENAU : © Wi Usznausmumen Amoxicillin @s¢ mg wag Clavulanic acid elo& mg

o.on AVYUBUIIY - memﬁ‘iuum Alu Alu Umﬂwﬂaaﬂuuamavmm%u
Uum%u“mﬁmmiuwammw AL @uiinde Junueengeiliognsdaiau

lo. 28N : szyfferinly dudsenoudiedAguarauns douslivasen Afounislin 35
Fusnw @ufnEn wavsidouiniu Jundauayiumunongeilisdsdamy

a. AeuaNAnInAla

FHnsvuazranseviasziguamiluluaiu Finished product specification uaw Drug
substance specification Fodannnduiuatiufsafunuildeavsiouredninauangnssuns
MTUAZET NTENINEAGITAY mumaqmummmswmaumm‘sa‘lwmwmmﬁmmammw’tﬂmiu
Wile ANLUTEANANSENTIENDNTGY 58958YSNTIET Al e aeiudl © SUAY WA bEDe LALHDY
USRS FIUNNTITR

Drug substance specification (USP &)

Amoxicillin

a.@ Definition Amoxicillin contains NLT oo pg/mg and NMT
@odo pg/mg of amoxicillin (CooHasNmnOE&S),
calculated on the anhydrous basis.

oo Identification test m’mﬂhumuﬁ‘ixqﬂlu drug substance specification
(IR, HPLCQ)

an.en USaeusaendnAsy woo-eodo pg/mg of amoxicillin
(CoroHaeNnO&S) on the anhydrous basis

on.< Organic Impurities ASIIHIUANL AN @

AR NTIUNTTAIAUAAISNBASIANY

nAuafe e Alausest nggenaiml Junsiyad agy. Syl Usevunse

i

UIsiunNIiunIg N3ITUNTT NIFUNITUAELATIYNS

-~




#1597 @ Organic impurities

Relative Acceptance
Retention Criteria
Name
Time NMT (%)
Amoxicillin related compound | (D-hydroxyphenylglycine) i S
o.&m ®.0
Amoxicillin related compound D (amexicillin open ring)
o.om ®.0
Amoxicillin related compound A (-aminopenicillanic acid) i =
e i i o.el =
Amoxicillin related compound B (L-amoxicillin)
Armoxicillin i K
Amoxicillin related compound G (D-hydrexyphenyl glycylamoxicillin) K. -
s o T A 5 i &€& ®.0
Amoxicillin related compound E (amoxicillin penilloic derivative)
Amoxicillin related compound M [N-(penicillan-o-yl) open ring D.0 .0
amoxicillinamide]
Amoxicillin related compound F (phenylpyrazinediol) D i
Amosicillin related compound C (amoxicillin rearrangement product) b -
Amoxicillin related compound E (@moxicillin penilloic derivative) e -
Amoxicillin related compound J (moxicillin open ring dimer) e -
Amoxicillin related compound L [N-{penicillan-o-yDamoxicillinamide] = e
Any unspecified individual impurity ) 18
Total impurities ) T
an.& Crystallinity sasuAmNzylu drug substance specification
a. o Dimethylaniline m’:ﬁmhumuﬁsgqﬁlu drug substance specification
en.ed pH m.d — Do
m.c Water determination ©6.6€% - 0c.&€%
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o Additional requirements

a.et.e Packaging and storage

Clavulanate Potassium

on.@ Definition

oo Identification test
an.en USHausdend gy
e.@ Impurities

room temperature.

Preserve in tight containers, and store at controlled

Clavulanate Potassium contains the equivalent of
NLT e&.€¢% and NMT «e.0% of clavulanic acid
(CeHeNO®), calculated on the anhydrous basis
as1esumaiiszylu drug substance specification

al&. &% —ele.0% on the anhydrous basis

m.@.® Limit of clavam-lo-carboxylate potassium

m.c.lo Limit of aliphatic amines

en..en Limit of -ethylhexanoic acid

on.& pH
oo Water determination

on.ed Additional requirements

m.el.e Packaging and storage

&.& - ®.0
NMT @.¢%

Finished prodrug specification (USP &)

an.@ Definition

on.lo |dentification

m.lo Assay

eon.en Disintegration

en.@ Dissolution test

NMT o.0e%
NMT o.0%
NMT o.@%

Preserve in tight containers

Amoxicillin and Clavulanate Potassium Tablets contain

the equivalent of NLT ®o.0% and NMT elwo.c% of the

labeled amounts of amoxicillin {CanHaceNnO&S) and

clavulanic acid (Ce&H&NO&).

m"mﬂhum’mﬁi:ﬂqlu finished product specification

(HPLC)
«o.0 - ewo.o LA,

Tablets labeled for veterinary use only; smo min, simulated

gastric fluid TS being substituted for water in the test
Test a: NLT @&% of the labeled a

CaoHeaeNaO&S and NLT @a% of Alhis

of CeH«NO& are dissolved.
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Test lo: NLT &% of the labeled amount of
CooHaaNaO¢&S and NLT 2o% of the labeled amount
of CeH&NO¢& are dissolved.

sn.& Uniformity of dosage unit m’mw"mmmﬁ'ﬁsq‘f,u finished product specification
m.© Water determination NMT e@6.0%

a.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

@oly cfu/g.
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