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NANTONG JINGHUA PHARMACEUTICAL CO. LTD.

CERTIFICATE OF ANALYSIS

No.20, 3 Haibin Road, Yanhai Economic Development Zone,Rudong,

Nantong Jiangsu China 226407
Tel:86-513-85609405/85609406

K W

PRIMIDONE
Barch No. PMD2019056M Manufacture Date Sep. 7, 2019
Total Quantity 501. 98KG Report Date Dec. 24, 2019

Commercial Quantity 500. 00KG Re-test Date

Sep. 6, 2022

Inspection No. 190200143

TEST SPECIFICATIONS |
(USP)

Characteristics white crystalline, Powder, odousless. Slightly bitter taste

Solubility slightly soluble in alcohol; very slightly soluble in water

and in most organic solvents.
ALIR
B.The retention time of the major peak in the sample solution

Identification

corresponds to that of the standard solution.as obtained in the assay

Organic kmpurities primidone related compound A® <0.1%
phencbarbital =<0.1%

primidone related compound C°<0.1%
2-Cyano-2-phenylbutyramide <0.1%
2-phenylbutyric acid <0.1%
phenylpropyl- primidone®<0.30%

Any unspecified impurity<<0.1%

Total impurities <0.5%

Loss on drying
Residue on ignition
Assay

=<0.5%
=0.2%
98.0~102.0%

(Calculated on the dried basis)
Particie size
(Malvern Masterizer)

D(0.9) <100 um
D(1.0)<450um
Methanol <0.3%
Ethanol <0.5%
279-284°C

Residual solvents

Melting range
Bulk Velume

RESULTS

Complies
Complies

Complies

N.D.
<LOD,LOD=5x10"
N.D.

N.D.

N.D.

N.D.

0.02%

0.02%

0.10%

0.08%

99.41%

aiml

33.8um
96.1um

ND.

N.D.

‘?81 0-28.: 0°C
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MASTERSIZER

Resuit Analysis Report

Sample Name: SOUP Name: Measured:
PMD2019056M pmd surface 20195125235 10:16:24
Sample Sourge & type: Measured by: Anzlysed:
TR iy BERE 2018412 H 231 10:16:26
Sampte bulk lof ref: Result Source:
123-ABC Measurement
Farticle Name: Accessory Name: Anzlysis model: Sensitivity:
pmd Scirocco 2000 General purpose Normai
Particle Rl: Absorption: Size range: Obscuration:
1.520 0.1 0.020 to 2000.000 um 232 %
Dispersant Name: Dispersant RI; Weighted Residual Result Emulation:
1.000 0.124 % Off
Concentration: Span: Uniformity: Result units:
0.0003 YeVol 2879 0833 Volume
Specific Surface Area: Surface Weighted Mean Df3,2): Vol. Weighted Mean D[4,31:
1.02 m%g 4.600 um 15.561 um
d{0.9): 33.753 um D{Y.00) : 5. 11 bm
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