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~-@ Finished product specification

'1J
Test Items Specifications"lie)

(9) Identification Meet the requirement
e Assay co.o% - ®oG']/.&% of the labeled amount of Amoxicillin

~0.0% - ®oG']/.&% of the labeled amount of Clavulanic
acid

Q1 pH ~.o - ®O.o
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Test Items Specifications"llel

a Bacterial endotoxins NMT o.©er IU/mg of Amoxicillin
er Water content NMT rn.&'.%
b Constituted solution Meet the requirement
c Uniformity of dosage units* Meet the requirement

c Particulate matter
- ~ @)o µm NMT b,ooo particles/container
- ~ ©&'. µm NMT boo particles/container

c Sterility test Meet the requirement
@)0 Related substance

- Impurity D NMT &'.%
- Impurity J NMT ct%
- Any other impurity NMT rn%
- Total impurities NMT @:i&'.%

@)@) Clavulanate polymer and NMT &.o% (calculated with respect to the content of
other fluorescent impurities clavulanic acid)

er.kl Drug substance specification

jananlU@.seisj drug substance WilU@mi drug substance osj4an
5U a'Ula'uwjs 1uiln5a5i5vu#afwu'\I ,

(o) Amoxicillin sodium.,
Test Items Specifications"llel

@) Identification Meet the requirement
e Assay ~~.o - @)oho% of the labeled amount of Amoxicillin

sodium (anhydrous substance)
Gll Appearance of solution Meet the requirement
<' pH c.o - @:iO.o

er Specific optical rotation +«o" to +co" (anhydrous substance)
b Related substances

- Impurity J NMT rn%
- Any other impurity NMT©%
- Total impurities NMT a%

gJ/ N,N-Dimethylaniline NMT©o ppm
ci ©-Ethylhexanoic acid NMT o.3% m/m
G' Water NMTm.0%

@)0 Bacterial endotoxins Less than o.& IU/mg
GG) Sterility Meet the requirement

&'l~tjel 1.J)ft. '.t.C tl'a~61'Ufl'a'al.Jfl1'a
(uaqtuya1 fa.au)
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Oro) Potassium clavulanate

.,
Test Items Specifications°lJe)

(9) Identification Meet the requirement

IEJ Assay ~'b.er - <9lOIEJ.o% of the labeled amount of Potassium

clavulanate (anhydrous substance)
GT) pH er.er - ~.o
(['. Specific optical rotation +errn° to +brn° (anhydrous substance)
er Polymeric impurities and Absorbance not greater than o.c9'.'.o

other impurities absorbing

at el nm

b Related substances

- Impurities E, G NMT <9l.o% for each impurity
- Any other impurity NMT o.lEJ% for each impurity
- Total impurities NMT IEJ.0%

G')/ Limit of aliphatic amines NMT o.lEJ%
cs Limit of IEJ-ethylhexanoic NMT o.s%

acid

c Water NMT o.er%
(9)0 Bacterial endotoxins Less than o.orn IU/mg
(9)(9) Sterility Meet the requirement
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