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Wuhan ZeShanCheng Biomedical Tech

Certificate Of Analysis

Product Name ticagrelor
Batch No 20181008 Batch Size 60kg
Manufacture Date: 20181008 Expire Date 20201008
CAS No 274693-27-5 Ref. standard In-house standard
TEST Specifications
Appearance White to off white sclid powdar Conform
Identification R =
HPLC Conform
Loss on drying <0.5% 0.14%
Optical rotation -50.0°- -60.0°
Residue on ignition <01

I[somers

TGD1=0.15%

TGD2<0.15%

TGE=0.15%

TG-16<0.15%

residual Solvents

Assay

R A 5T A Albert Lulu
CHIEF OF —DEPT

De-ethoxyl 6f TG=<0.15% 0.01%
Related substance Any Single impurity: <0.1% 0.04%
Total impurities: <1.0% 0.10%
Ethyl ether <5000ppm . Undetected

Acetone<5000ppm

I 4
Undetected

RS
<N/§9

Dichloromethane <600ppm Undetected |
Ethyl acetate <5000ppm 73ppm
triethylamine <32Cppm Undetected |

toluene<890ppm Undetected i
Tetrahydrofuran <720ppm Undeiectad i
thanol<3000ppm Undetected |
N<5000ppm Undetected |

% <410ppm Undstactad

N-he: P90ppm Undestecied '
#myl S9eligone<530ppm Undetected |
2% 100.5% |



