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Certificate of Analysis

Rivaroxaban

Brand Name :Biochempartner

M.Wt: 435.88

o

Formula: C19H18CIN305S

N%N
.

partner

CAS No.: 366789-02-8 PO
Batch NO: 20200515
Item Specification Result
e A R 1 2 R R (7 kS P
White or off-white crystalline White crystalline
Appearance
powder powder
A e N N-Z R . — I3
AR AR, 7ETC/K SR LT
ANE
VA R Soluble ir.1 N,N-dimethyl for'mamide ®adia: Conforms
Solubility and in dimethyl sulfoxide,
practically insoluble in absolute
ethyl alcohol or water.
EL e 2
Specific optical -39° ~-42° -40.1°
rotation
& B (Impurity B) <0.1% 0. 004%
& C (Impurity C) <0.1% 0. 002%
)% E (Impurity E) 0.1% KA N.D
207 F (Impurity F) <0.1% AR N.D
Ju , 0 ARz N.D
i 24 G (Impurity G) <0.1% 0. 001%
HRA R 4% J (Impurity J) <0.1% SR N.D
Related substances | s K(L 547)(Impurity K ) £10% 0. 01%
Z4J5 D (Impurity D) <0.10% o. 029,
H b ¥ %% (Unspecified impurity) Sk
<0 10%
2% 7 (Total impurities)<0.50% 0. 04%
AL A <0.1% 0.01%

Impurity A




fih o
Losq;%nygrymg <0.50% 0.13%
ST N
e <0.1% 0.04%
Residue on ignition
HE R
<
Heavy Metals =20ppm <20ppm
Pifi(Acetone) <0.5% AR N.D
Z.1i%(Ethanol) <0.5% 0.01%
5 B Hi 2K (Methylbenzene) <0.089% FfH N.D
. "IN, N- T T [ (NN-dimethy| ket ND
Residual solvents formamide)<088%
Fil: % (Acetic acid) 0. 5% Sk N.D
T 98. 0% ~ 102.0% (4% T & & i+ 5) 99. 7%
Assay (Calculated on the dried basis) P
Conclusion Analyzed, this product complies with Enterprise Standard

Conclusion: Complies with In-house standard.
QA manager :kexianxun

For and on behalf of
SHANGHAI BIOCHEMPARTNER CO., LIMITED
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