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Accelerated stability 

Condition: Temperature: 40±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705242 

Items         Time（Month） Acceptance criteria Initial 1 2 3 6 

Description 

White film-coated tablets, appear white or 

off-white after removal of the coating 

powder. 

Conforms Conforms Conforms Conforms Conforms 

Identification 
The infrared absorption spectrum of the 

residue is  concordant with the reference 
spectrum of Levetiracetam. 

Conforms N/A N/A N/A Conforms 

Uniformity of Dosage Units The AV value should meet the requirement 3.57    1.32 

Average Mass Report value 648.5 652.95 655.8 658.41 659.69 

Dissolution ≥80% in 15 min 90.12 93.92 89.86 93.86 88.24 

Levetiracetam acid ≤0.3% N/D N/A N/A N/A 0.01 

Any individual unspecified 
degradation product 

≤0.1% 0.009 N/A N/A N/A 0.007 

Total impurities ≤0.6% 0.016 N/A N/A N/A 0.02 

Assay 90.0-110.0% 96.32 98.04 99.05 97.26 100.12 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms 
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Condition: Temperature: 40±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705243 

Items         Time（Month） Acceptance criteria Initial 1 2 3 6 

Description 

White film-coated tablets, appear white or 

off-white after removal of the coating 

powder. 

Conforms Conforms Conforms Conforms Conforms 

Identification 
The infrared absorption spectrum of the 

residue is  concordant with the reference 
spectrum of Levetiracetam. 

Conforms N/A N/A N/A Conforms 

Uniformity of Dosage Units The AV value should meet the requirement 3.71 N/A N/A N/A 0.96 

Average Mass Report value 651.0 656.63 659.2 659.92 664.98 

Dissolution ≥80% in 15 min 93.63 93.81 93.34 91.60 88.67 

Levetiracetam acid ≤0.3% N/D N/A N/A N/A 0.01 

Any individual unspecified 
degradation product 

≤0.1% 0.010 N/A N/A N/A 0.007 

Total impurities ≤0.6% 0.019 N/A N/A N/A 0.02 

Assay 90.0-110.0% 96.26 99.72 99.84 99.13 100.71 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms 
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Condition: Temperature: 40±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705251 

Items         Time（Month） Acceptance criteria Initial 1 2 3 6 

Description 

White film-coated tablets, appear white or 

off-white after removal of the coating 

powder. 

Conforms Conforms Conforms Conforms Conforms 

Identification 
The infrared absorption spectrum of the 

residue is  concordant with the reference 
spectrum of Levetiracetam. 

Conforms N/A N/A N/A Conforms 

Uniformity of Dosage Units The AV value should meet the requirement 3.20 N/A N/A N/A 1.46 

Average Mass Report value 654.8 659.45 662.9 664.76 666.18 

Dissolution ≥80% in 15 min 98.01 94.22 96.91 95.63 91.23 

Levetiracetam acid ≤0.3% N/D N/A N/A N/A 0.01 

Any individual unspecified 
degradation product 

≤0.1% 0.009 N/A N/A N/A 0.007 

Total impurities ≤0.6% 0.016 N/A N/A N/A 0.02 

Assay 90.0-110.0% 96.24 99.41 100.39 98.63 100.81 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms 
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Long-term stability 
Condition: Temperature: 30±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705242 

Items         Time（Month） Acceptance criteria Initial 3 6 9 12 18 24 36 

Description 

White film-coated 

tablets, appear white or 

off-white after removal 

of the coating powder. 

Conforms Conforms Conforms Conforms Conforms Conforms Conforms Conforms 

Identification 

The infrared absorption 
spectrum of the residue 
is  concordant with the 
reference spectrum of 

Levetiracetam. 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 

Average Mass Report value 648.5 655.0 654.0 653.0 655.2 653.3 653.4 653.5 

Dissolution ≥80% in 15 min 90 94 93 93 91 91 92 92 

Levetiracetam acid ≤0.3% ND N/A N/A 0.01 0.01 ND 0.02 0.02 

Any individual unspecified 
degradation product 

≤0.1% 0.01 N/A N/A 0.01 0.01 0.01 0.01 0.04 

Total impurities ≤0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.04 0.03 

Assay 90.0-110.0% 96.3 98.5 98.2 99.2 99.2 98.9 97.1 97.5 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 
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Condition: Temperature: 30±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705243 

Items         Time（Month） Acceptance criteria Initial 3 6 9 12 18 24 36 

Description 

White film-coated 

tablets, appear white or 

off-white after removal 

of the coating powder. 

Conforms Conforms Conforms Conforms Conforms Conforms Conforms Conforms 

Identification 

The infrared absorption 
spectrum of the residue 
is  concordant with the 
reference spectrum of 

Levetiracetam. 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 

Average Mass Report value 651.0 657.7 657.0 655.7 657.2 656.9 656.4 656.4 

Dissolution ≥80% in 15 min 94 96 93 99 95 96 90 93 

Levetiracetam acid ≤0.3% ND N/A N/A 0.01 0.01 0.01 0.02 0.02 

Any individual unspecified 
degradation product 

≤0.1% 0.01 N/A N/A 0.01 0.01 <0.01 0.01 <0.01 

Total impurities ≤0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.04 0.03 

Assay 90.0-110.0% 96.3 98.1 99.3 99.4 99.2 99.6 97.6 97.8 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 
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Condition: Temperature: 30±2℃, RH: 75%±5% 
Strength: 500mg 
Batch number: A1705251 

Items         Time（Month） Acceptance criteria Initial 3 6 9 12 18 24 36 

Description 

White film-coated 

tablets, appear white or 

off-white after removal 

of the coating powder. 

Conforms Conforms Conforms Conforms Conforms Conforms Conforms Conforms 

Identification 

The infrared absorption 
spectrum of the residue 
is  concordant with the 
reference spectrum of 

Levetiracetam. 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 

Average Mass Report value 654.8 659.1 660.0 658.3 659.3 658.6 659.5 661.1 

Dissolution ≥80% in 15 min 98 97 97 96 97 95 95 93 

Levetiracetam acid ≤0.3% ND N/A N/A 0.02 0.02 <0.01 0.03 0.02 

Any individual unspecified 
degradation product 

≤0.1% 0.01 N/A N/A 0.01 0 <0.01 0.01 <0.01 

Total impurities ≤0.6% 0.02 N/A N/A 0.03 0.02 0.01 0.03 0.03 

Assay 90.0-110.0% 96.2 98.7 100.0 100.1 99.8 99.7 98.7 99.8 

Microbiological 
contamination 

TAMC≤1000cfu/g 
TYMC≤100 cfu /g 
E. coli: Absence 

Conforms N/A N/A N/A Conforms N/A Conforms Conforms 

 

 


















