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Tianjin Hengze Pharmaceutical Co.Ltd

Certificate of Analysis
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Description
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White to light brown or light gray powder or Light gray powder
Appearance 5
crystalline powder.
FEZRE NN-ZHEFRES 5IE, £k
, VTR | N
Sﬁfiﬁ[ Freely soluble in Ethanols N,N- fo?nﬂ;‘ii
ty Dimethylformamide, practically insoluble in P
water.
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Identification
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HPLC The RT of the major peak complies with the RS. Complies
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Tests
S017(M-3)S: <0.15% 0.02%
S017S-Z3: <0.15% N.D.
S017S-Z5: <0.15% N.D.
S0178-26: <0.15% N.D.
ARY S0175-27: <0.15% N.D.
Related
aibianEes S017S-Z28: <0.15% N.D.
S017S-29: <0.15% N.D.
WAL <0.15%
; : ; ; 0.02%
Single maximum impurity: <0.15%
B <1.0%
Total impurities: <1.0% B
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Test Items Specification Results
ZfE: <0.5% LB 0.12%
Zhi: <0.041% ZHfi: 0.009%
ZMZhE: <0.5% ZMZHE: 0.05%
PUSRRAY: <0.072% PUZLBEN: N.D.
EPEkE: <0.5% EPEfE: 0.03%
REEN RZK: <0.089% FZ#: N.D.
Residual solvent | Ethanol: < 0.5% Ethanol: 0.12%
Acetonitrile: < 0.041% Acetonitrile: < 0.01%
Ethyl acetate: < 0.5% Ethyl acetate: 0.05%
Tetrahydrofuran: < 0.072% Tetrahydrofuran: N.D.
N-Heptane: < 0.5% N-Heptane: 0.03%
Toluene: <0.089% Toluene: N.D.
’ if T AT AR AP 6 <<20ppm Xt FAACHRARFAAE: N.D.
BEEERR | 5¢7oRi0ALZ B<20ppm R RTABRZM: N.D.
infng:?t?;: Methyl p-toluenesulfonate: <20ppm Methyl p-toluenesulfonate: N.D.
P Ethyl p-toluenesulfonate: <20ppm Ethyl p-toluenesulfonate: N.D.
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Warter content | 2.0%~2.8% 2.58%
FayaL vl
Residue on gnition | 0.1% 0.06%
o EER | <20pm HAME
SaEs Complies
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Chloride <0.05% ~ Complies
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98. 0%~102 0%(011 the anhydlouk basis) 99.1%
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Conc!uuon The product complies with, In‘house. J
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