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CERTIFICATE OF ANALYSIS
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Product Name Raltegravir Potassium CAS No. 871038-72-1
TR ) Az H 3
Batch No. 17071901 Mfg. Date 2017.07.19
i H 1) R CIES
Report Date 2017.07.20 Exp. Date 2019.07.18
Kk 300 oL g A A a1 7
Quantity 9 Quality Standard Enterprise Standard
R 1 H FrERLE e 4 R
Tests SPECIFICATIONS RESULTS
S SREEE SRR /iF S SRV PN
Appearance White or off-white powder White powder
A FRIEK AR, 1E 96% £ P AR A i, {EIE
R RIEILE A | | TR
Solubility soluble in water, very slightly soluble in Conforms
ethanol (96 percent) , practically insoluble in
heptane.
] 2 £L40 453 IR identification & #lsE Conforms
Identification 3 25 % 51 potassium identification & 5E Conforms
pus it 0
Total impurities <0.5% 0.326%
LES/L SN TL Y 0.061%
Related substances Max unknown single impurity <0.1% ' °
A5t C 0
Impurity C <0.15% 0.109%
AN
K <0.6% 0.24%
water
TP 5
REskig <0.1% 0.05%
Residue on ignition
HE R e
Heavy metal <20ppm Conforms
VU4 "L Tetrahydrofuran<0.072% N.D.
B BR T 5 :
Residual solvent H i Methanol<0.03% N.D.
Z# Ethanol<0.5% 0.0105%
SR
E 98.0%~ 102.0% 99.79%
ssay
g5 A Az AR HER S, GRS HIE .
Conclusion The results conform to the Enterprise standard
ISECIN . RN ATA JiiE 5T A A
Analyst s Verifier FRE QC Manager hz




