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CERTIFICATE OF ANALYSIS

HATFRE (Perform Standard): USP36

FEm A FR (Product Name) : Prilocaine hydrochloride #hR P4 fi% <A
fit'5 (Batch NO.): 20160831

% H #(Report Date) :20160831
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Item of Analysis

PR
Standard
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White crystalline powder, odorless, bitter taste Comp}igs
ok AEARMNR LR, HEK g oGy
_ Freely soluble in water and in alcohol , slightly soluble in chlorofow NETHE /
Description ) ] .
very slightly soluble in acetone, not soluble in ether
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. . 166~169C 167.1~163.8°C
Melting Point
Sln;ii;p ; it <0.2% 001%
Total impurity
2L <0.5% 0.02%
Relative Substances A
BEME A <001% 0.0039%
L(’ii‘;:;rgng <03% 004%
Residue on ignition <0.1% 0.08%
JUR PR B
Heavy metals <0.002% <000%
HE)E B
Residual solvents Should be to match with the standard AL E
pawnlbz Azt JSLRF G E Conforms
ik 99.0% ~101.0% 99.49%
Assay
45t fFfr USP36
Conclusion: Conform USP36
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