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CERTIFICATE OF ANALYSIS

Site: Makou Pharmaceutical&Chemical Industry

k4 Name of Product Ketoprofen £ A0 % PacKaging Specification fglé%(/g/r:;&l;ill 4;5:
#it5 Lot No. KPO-2112002 fit & Batch Weight 533.6kg
i $S  COA No. KPO-21120201 R HE Report Date 2021.12.07
AF=H#  MFG. Date 2021.11.30 SHRH Retest Date 2024.11.29
SiriE i3 GiraR
Analytical Contents Standards Analytical Results
B a3 At 45 A IR R . :
m
SM Appearance White or almost white , crystalline powders White crystalline powder
AETK, HBETHRME. ZEMZfH L.
ke e practically insoluble in water, freely soluble in
YL Solubility acetone ~ in ethanol(96 per cent) and in Hlers
methylene chloride.
4 Bl dentification AL B0 2T 51 P 15 R 35 USP A v
) B i — 5
AL AR IR [R spectrum of sample is the same with
IR Absorption USP CRS spectrum. Meets
B. 415 7 1 R £ 4 41 R i 5 RV 25 USPNiR
B. RAMRKL o VTR R — B, AT RN PTBME
UV Absorption 258nm ALIR UK R B 2 F AR 30%. Meets
Absorptivities at the wavelength  of
maximum absorbane€™at about 258nm do
not differ by moré\than 310% calculated on
the dried basise
J%#E Melting Range 929.C*~97.0C 94.0°C~95.0C
EL e BE (LA T i it) Specific Rotation #10~—1° <0.1°
T4k HE Loss on Drying 0.5% Max 0.12%
IR P 5% Residue on Ignition 0.2% Max 0.04%
€6 1% 41 FF Chromatographic Purity
S PNYIP o %
Maximum Known Impurity i i
B R AR R
Maximum Unknown Impufity 0.16v0 Mo 0.02%
Total Impurities 1.0% Max 0.17%
&8 Assay 98.5%~101.0% 99.9%
FifiZ Methanol 3000 ppm Max ND
g5 %425 il Z % Ethanol 5000 ppm Max 100ppm
Residual o
solvents 7~ Benzene 2 ppm Max ND
FiZ Toluene 890 ppm Max 1ppm
Packaging and storage---Preserve in tight containers
. A (EELR) 48R
2 i Conclusion: Complies with USP 43
QA AN 7@/4 A D, B A: Pled 22 02:0]
QA Approver: S Reviewer: IR o§ Reporter:
Wbt Wb RRATTHAD OEHW TR PC. - 435400 - Fax: 0713-6397659 Tel: 0713-6397658

Zone, Tian Town, Wuxue City, Hubei Province, China.



