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CERTIFICATE OF ANALYSIS

nE . TEH A7 20230909
Name: Tetracramre : Date Of Produce:
fit 5:  CP06-230901 et H - 20230914
Batch No.: Date Of Test:
K 56 M A « USP NF 2021
Inspection basis : Bl
mo H br o 4 X
Items | TR Specifications Results
White or light yellow, waxy solid. White waxy solid
AR " Soluble in alcohol, in ether, in benzene, and
Appearance in chloroform; very slightly soluble in Complies
R water.
(A) IR Complies
%9 (B) The retention time of the major peak
Identification  of the Sample solution corresponds to that Complies
of the Standard solution, as obtained in the p
| Assay
P ok o =
<0.5% 0.2%
Loss on drymo
kl T
it <0.1% 0.03%
Rcs1dm on ignition
Aminobenzoic acid<0.4% Not detected
1 B Tetracaine Related Compound B<0.4% 0.01%
it .J‘ o plm Tetracaine Related Compound C <0.4% Not detected
(SR e Individual unspecifie impurity<0.4% 0.02%
Total impurities<0.8% 0.3%
bk BV 7 Ethanol<0.5% 0.0001%
Residual  solvent Ethyl acetate<<0.5% 0.004%
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s 98.0 ~ 102.0 %(on the dried basis) 99.8%
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