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1. Faen Amoxicillin 1 g and clavulanic acid 200 mg powder for solution for injection
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3.1 Finished product specification:

v

UD Test Items Specifications
3.1.1 | Identification Meets the requirements
3.1.2 | Assay 90.0-110.0% labeled amount of amoxicillin

90.0-110.0% labeled amount of clavulanic acid

3.1.3 | Uniformity of dosage units Meets the requirements

3.1.4 | Sterility test Meets the requirements

315 | pH 8.0-10.0

3.1.6 | Related substance Any unknown impurity: NMT 3%

Total impurities: NMT 15%

3.1.7 | Water determination 3.5%

3.1.8 | Particulate matter in injection Meets the requirements




3.2 Drug substance specification:

- Amoxicillin trihydrate

- Amoxicillin related compound | (D-
hydroxyphenylglycine)

- Amoxicillin related compound D (amoxicillin
open ring)

- Amoxicillin related compound A (6-
aminopenicillanic acid)

- Amoxicillin related compound B (L-amoxicillin)

- Amoxicillin related compound G (D-
hydroxyphenyl glycylamoxicillin)

- Amoxicillin related compound E (amoxicillin
penilloic derivative)

- Amoxicillin related compound M (N-(penicillin-
6-yl) open ring amoxicillinamide

- Amoxicillin related compound C (amoxicillin
rearrangement product)

- Amoxicillin related compound J (amoxicillin
open ring dimer)

- Amoxicillin related compound L (N-(penicillin-
6-yl) amoxicillinamide

- Any unspecified impurity

- Total impurities

D) Test Items Specifications

3.2.1 | Identification (IR/HPLC) Meets the requirements

3.2.2 | Potency of amoxicillin 900-1050 pg/mg of amoxicillin, calculated
on the anhydrous basis

3.2.3 | Crystallinity Meets the requirements

324 | pH 3.5-6.0

3.2.5 | Water determination 11.5%-14.5%

3.2.6 | Bacterial endotoxins test Meets the requirements

3.2.7 | Dimethylaniline Meets the requirements

3.2.8 | Impurities

Not more than 1.0%

Not more than 1.0%

Not more than 0.5%

Not more than 0.5%

Not more than 1.0%

Not more than 1.0%

Not more than 1.0%

Not more than 1.0%

Not more than 1.0%

Not more than 1.0%

Not more than 1.0%
Not more than 5.0%




- Clavulanate potassium

4o Test Items Specifications
3.2.9 | Identification (HPLC/Potassium) Meets the requirements
3.2.10 | Assay 75.5%-92.0% of clavulanic acid
3.2.11 | pH 5.5-8.0
3.2.12 | Water determination Not more than 1.5%
3.2.13 | Impurities Meets the requirements
3.2.14 | Limit of clavam-2-carboxylate Not more than 0.01%

potassium

3.2.15 | Limit of aliphatic amines Not more than 0.2%
3.2.16 | Limit of 2-ethylhexanoic acid Not more than 0.8%
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