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Certificate of Analysis

Product Tianeptine sodium
FEERAR BRI
Batch No. 202105002 Mig date | ) 210518
#t= e =P
CAS No. 30123-17-2
Tests Specifications Results
=] L3 #R
. . . . Off-white powder,very
Description White to yellowish powder,very hygroscopic. b .
. x . ygroscopic.
R HEIRREHR, RH5IE . .
' - KEEHE, RH3IE
. Freetly soluble In water and methanol and .

Solubility dichl h Complies

ichloromethane
BRE N o FFEEK
i ok, REM_SRRHSE i

(1) By IR, To match with working standard | Complies
Identification IR EIEM 53 Ba—H FEEXK
£5| (2) It gives reaction of sodium Complies

R 2 $RER A 25 7 2 FFEER

Impurities A

RKEA

Not detected

Related compounds

BRI

<0.19
=0.1% kA
Any impurity EE#RK <0.1% <0.1%
Total impurities SZ%R <0.4% 0.19%

Acetidin ZER ZB5< 0.5%

Not detected
K H

Dichloromethane —§&ER %< 0.06% 0.04%
Methanol BREE< 0.3% 0.01%
Residual Solvents Acetone PiRfi< 0.5% 0.01%
R Not detected
. . i 0
Acetonitrile Z B&<0.041% P
Ethanol Z.%<0.5% 0.01%
N, N-dimethylformamide N,N- —F EFEEf%Z | Not  detected
<0.088% R
Water <5.0% 2.35%
Zk ﬁ =~ J. 0 . 0
Assay o o N = =1 0
22 99.0%-101.0%(On anhydrous basis KAF&it) | 99.35%
Conclusion %51 : Conform to EP8.0 ZAffF& EPS.0 frifE
2| 9 fo e
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