
Table1 Demographic characteristics of the healthy subjects
	Variable
	Fasting study (n=28)
	Fed study (n=28)

	Sex

	Male (%)
Female (%)
	22 (78.57%)
6 (21.43%)
	21 (75%)
7 (25%)

	Age, years

	Mean (SD)
Min-max
	29.4 (6.39)
18-40
	27.6 (4.45)
18-40

	Height, cm

	[bookmark: OLE_LINK5]Mean (SD)
Min-max
	168.68 (7.62)
152.5-180.5
	168.43 (8.09)
152.0-182.0

	Weight, kg

	[bookmark: OLE_LINK6]Mean (SD)
Min-max
	64.35 (7.12)
52.7-80.2
	64.83 (7.04)
55.6-80.4

	BMI, kg/m2

	Mean (SD)
Min-max
	22.58 (1.4)
19.5-24.6
	22.86 (2.0)
19.5-24.6


Notes: BMI, body mass index; SD, standard deviation; max, maximum; min, minimum.
























Table 2 Pharmacokinetic parameters of piracetam after a single dose 800 mg of test and reference piracetam tablet in healthy Chinese subjects under fasting and fed conditions
	Pharmacokinetic parameters
	Fasting condition (N=28)
	Fed condition (N=28)

	[bookmark: OLE_LINK7]
	Test (n=28)
	Reference (n=28)
	Test (n=28)
	Reference(n=28)

	Tmax (h)
	0.5 (0.3, 1.3)
	0.5 (0.3, 1.7)
	1.7 (0.8, 6)
	1.7 (0.5, 6)

	Cmax (ng/ml)
	31678.6±7209.7
	32117.9±7465.
	20442.9±3643.2
	20775.0±4810.9

	AUC0-t (ng.h/ml)
	151444.6±16249.4
	154123.1±18472.7
	140505.8±15972.5
	141755.7±15066.1

	AUC0-∞ (ng.h/ml)
	159790.6±16653.3
	162479.2±19130.9
	149739.0±19752.3
	150995.8±18173.4

	t1/2 (h)
	5.8±0.7
	5.8±0.6
	5.9±1.1
	5.9±1.0

	ℷz (h-1)
	0.12±0.01
	0.12±0.01
	0.12±0.02
	0.12±0.02


Notes: Tmax, time to reach Cmax; Cmax, maximum plasma drug concentration; AUC0-t, area under the plasma concentration–time curve from time 0 to the time of the last measurable concentration; AUC0-∞, area under the plasma concentration–time curve from time 0 to infinity;  t1/2, half-time; ℷz, terminal elimination rate. All values are expressed as mean ± SD except for Tmax values, which are expressed as median (minimum, maximum). N, the pharmacokinetic analysis set population; n, the statistical analysis population.










[bookmark: OLE_LINK8]Table 3 Bioequivalence assessment of pharmacokinetic parameters of piracetam after a single dose 800 mg of test and reference piracetam tablet in heslthy Chinese subjects under fasting condition
	[bookmark: OLE_LINK9]Parameters
	Fasting condition (N=28)

	
	T
	R
	T/R (%)
	90% CI
	Intra-subject CV (%)
	Power (%)

	ln(Cmax)
	30885.86
	31346.46
	98.53
	90.85-106.85
	17.93
	99.70

	ln(AUC0-t)
	150609.44
	153056.92
	98.40
	96.78-100.05
	3.64
	100.00

	ln(AUC0-∞)
	158955.56
	161391.78
	98.49
	96.77-100.24
	3.87
	100.00



[bookmark: OLE_LINK10]Notes: Cmax, maximum plasma drug concentration; AUC0-t, area under the plasma concentration–time curve from time 0 to the time of the last measurable concentration; AUC0-∞, area under the plasma concentration–time curve from time 0 to infinity; CV, coefficients of variation; N, the bioequivalent analysis set population.

Table 4 Bioequivalence assessment of pharmacokinetic parameters of piracetam after a single dose 800 mg of test and reference piracetam tablet in heslthy Chinese subjects under fed condition
	Parameters
	Fed condition (N=28)

	
	T
	R
	T/R (%)
	90% CI
	Intra-subject CV (%)
	Power (%)

	ln(Cmax)
	20112.12
	20252.02
	99.31
	93.58-105.39
	13.10
	100.00

	ln(AUC0-t)
	139600.18
	140970.84
	99.03
	97.70-100.37
	2.96
	100.00

	ln(AUC0-∞)
	148448.63
	149932.58
	99.01
	97.63-100.41
	3.08
	100.00


Notes: Cmax, maximum plasma drug concentration; AUC0-t, area under the plasma concentration–time curve from time 0 to the time of the last measurable concentration; AUC0-∞, area under the plasma concentration–time curve from time 0 to infinity; CV, coefficients of variation; N, the bioequivalent analysis set population.




Table 5 Summary of AEs in healthy Chinese subjects under fasting and fed conditions
	Parameter
	Fasting condition
	Fed condition

	
	[bookmark: OLE_LINK13]Test (n=28)
	[bookmark: OLE_LINK14]Reference (n=28)
	[bookmark: OLE_LINK15]Total (n=28)
	Test (n=28)
	Reference (n=28)
	Total (n=28)
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	AE 
Count
	N (%)
	AE
Count
	N (%)
	AE Count
	N (%)
	AE Count
	N (%)
	AE Count
	N (%)
	AE Count
	N (%)

	Total
	0
	0
	5
	2 (7.14)
	5
	[bookmark: OLE_LINK16]2 (7.14)
	1
	1 (3.57)
	4
	4 (14.29)
	5
	5 (17.86)

	Blood and lymphatic system disorders

	Anemia
	0
	0
	2
	2 (7.14)
	2
	2 (7.14)
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)

	Results of inspection

	Leukocyte count increased
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)
	
	
	
	
	
	

	Neutrophil count increased
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)
	
	
	
	
	
	

	Percentage of neutrophil increased
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)
	
	
	
	
	
	

	[bookmark: OLE_LINK17]Blood uric acid increased
	
	
	
	
	
	
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)

	Positive urine leukocyte
	
	
	
	
	
	
	0
	0
	1
	1 (3.57)
	1
	1 (3.57)

	Leukocyte count decreased
	
	
	
	
	
	
	1
	1 (3.57)
	1
	1 (3.57)
	2
	2 (7.14)


[bookmark: _GoBack]
