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2.1 Finished product specification (in house specification)

%9 | Test Items Specifications
1 | Description/Appearance Complied with finished product specification
2 | Identification Complied with finished product specification
Assay
A. Levodopa 90.0 - 110.0% of the labeled amount of Levodopa
3 | B. Benserazide 90.0 - 110.0% of the labeled amount of Benserazide
Dissolution test*
A. Levodopa Not less than 75 % (Q) of the labeled amount is dissolved
in 30 minutes
4 | B. Benserazide Not less than 75 % (Q) of the labeled amount is dissolved
in 30 minutes
5 | Uniformity of dosage units | Meet the requirement
6 | Elemental impurities Complied with finished product specification (amount of
analysis each elemental impurity is NMT the oral Daily Dose PDE)
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2.2 Specification of Active pharmaceutical ingredient (API):

A: Levodopa
9o Test items loliit
USP 2024 BP 2024 /Ph.Eur.11.0
1 | Identification
A. Infrared absorption Corresponds to Corresponds to standard
standard
B. HPLC Corresponds to -
standard
2 | Optical Rotation ~160° to -167° -
Assay (on the dried basis) 98.0- 102.0 % 99.0 - 101.0%
4 | Solubility Slightly soluble in water,
practically insoluble in ethanol
(96%).1t is freely soluble in 1M
hydrochloric acid and
sparingly soluble in 0.1M
Hydrochloric acid
5 | Residue on Ignition /Sulfated ash NMT 0.1% NMT 0.1%
Elemental impurity amount of each elemental
impurity is NMT the oral Daily
Dose PDE)
Loss on Drying (at 105° for 4 hr) NMT 0.5% NMT 1.0%
pH - 45-70
9 | Enantiomeric purity (Impurity D) - NMT 0.5%
10 | Organic impurities
- Levodopa related compound A NMT 0.1% m
- L-Tyrosine NMT 0.1%
- Levodopa related compound B NMT 0.5%
- L-Veratrylglycine NMT 0.1%
Impurity A NMT 0.1%
- Impurity B NMT 0.5%
Impurity C NMT 0.2%
- Individual unknown impurity NMT 0.1% NMT 0.05%
- Total impurities NMT 1.1% NMT 1.0%
11 | Storage and packaging Complied with standard
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B. Benserazide HCL BP 2024, Ph.Eur.11.0

¥
U8 Test Items Specifications

1 Identification

- Infrared absorption Complied with the standard
- Reaction of chloride Positive
2 |Assay
Benserazide HCl (on the dried basis) 98.5.0 — 101.0% of the Labeled a;ount
of Benserazide
Appearance Complied with the standard
4 | Solubility Freely soluble in water, very slightly
soluble in anhydrous ethanol , practically
insoluble in acetone
5 | Appearance of solution Solution S is clear and not more
intensely coloured than reference
solution BYg
6 |pH Between 4.0 - 5.0 (for solution S)
7 | Related substances
- Impurity A NMT 0.5%
- Impurity B NMT 0.5%
- Impurity C NMT 0.5%
- Any other unspecified impurity NMT 0.1%
- Total impurities (except impurity A) NMT 1.0%
8 | water ' NMT 1.0%
9 | Sulphated ash NMT 0.1%
10 | Storage and packaging Meet the requirement
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