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Certificate of Analysis

FE KK (Product Name) : ] R[A (Tetracaine)
#it'5 (Batch NO.) : 20160603

% H #(Report Date) : 20160603

1656 4 4 (Inspection basis): USP 36

T IH PRk
Item of Analysis Standard Resu nalysis
KRN R EEEGRFE O, & H B e =RENTTEE
Description White or light yellow, waxy solid White solid

A. Dissolve 100 mg in 10 mL of dilut
hydrochloric acid(1 in 120),and add 1 mL
of potassium thiocyanate

solution (1 in 4): a crystalline precipitate | 7 A4j %2 Conforms
is formed. Recrystallize the precipitate
from water, and dry at 80 for 2 hours: it

melts between 130 and 132 .

% %) Identification

B: By UV, To match with working | #f &#lE

standard Complies
(SRR N & R E rFEME
Chromatographic purity Conform to standard Complies
T8 5 & Loss on drying <0.50% 0.02%
YIBFR 7 Resiue on ignition | <0.10% 0.05%
J45 5. Melting range 41°C~46C 42.5C~43.0C
Ethanol<0.5% Not detected
Acetone<0.5% 0.006%
e et 4-Methyl-2-pentanone<0.5% Not detected
T DCMS(})I.06‘£> Not detected
PETROLEUM ETHER<0.5% 0.02%
Isopropyl ether<0.5% 0.03%
& & Assay 99.0%~101.0% 99.53%

5. Ak USP 36 drdbfaill, ZRFT&HE
Conclusion: The Sample Complies With Specification of USP 36
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