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Inspection Report

SOR-QC-011-11

Beijing Xidan Pharmaceutical Co. Ltd Inspection Report

Inspection Sheet No.: C19042902

Latin Name: Radix Astragali

Place of Origin: Inner Mongolia, China

Serial Number: 19042102

Inspection Item: Full-Inspection

Standard: High Quality

Production Date: April 21,2019

Sampling Date: April 23, 2019
Report Date: April 29, 2019

Inspection Standard: Chinese pharmacopoeia 2015 edition 1 and 4

Inspection Item

Standard Stipulations

Inspection Results

Character

Microscopical Characteristic

Thin Layer Chromatography
Identification

Foreign Matter

Moisture

Total Ash

Heavy Metal and Deleterious
Element

Organochlorine Pesticide
Residue

Extract

Content Determination

Residual Sulfur Dioxide

It should be consistent with Radix Astragali
characters
It should be consistent with the microscopic

characteristics of Radix Astragali

The same brown spots should be seen in the
sunlight on the corresponding position of the
chromatogram of the reference substance
and the same orange fluorescent spots in UV
lamps (365nm)

The fluorescence main spot of the same
color should be displayed in the
corresponding position of the chromatogram
of the control herbs.

<3.0%
=<10.0%

<5.0%
It should meet the Chinese pharmacopoeia

2015 edition requirements

It should meet the Chinese pharmacopoeia

2015 edition requirements
=17.0%

The content of Astragaloside Iv
(C41HesO14) >0.040%

The content of Calycosin-7-glucoside
(C22H22010) 20.020%

< 150mg/kg

It is consistent with Radix Astragali

It is consistent with the microscopic
characteristics of Radix Astragali

The same brown spots appear in the
sunlight at the corresponding position of
the reference substance chromatography

and the same orange fluorescent spots in

- UV lamp (365nm)

In the chromatogram of the sample, the
fluorescence main spots of the same
color appeared on the corresponding
chromatogram of the control drug.

0.7%
7.7%

3.7%

It meets the Chinese pharmacopoeia
2015 edition requirements

It meets the Chinese pharmacopoeia
2015 edition requirements

19.4%
0.460%

0.078%

65mg/kg

Inspection Conclusion: After above inspection, the quality of this products pass the inspection.

Inspectors: Sisi Tian

Checker: Jinyue Cao

Verifier: Xin Tong
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Inspection Report SOR-QC-011-11

Beijing Xidan Pharmaceutical Co. Ltd Inspection Report

Inspection Sheet No.: C19051402

Latin Name: Radix Angelicae Sinensis Standard: High Quality

Place of Origin: Gansu, China Production Date: May 08, 2019
Serial Number: 19050802 Sampling Date: May 10, 2019
Inspection Item: Full-Inspection Report Date: May 14, 2019

Inspection Standard: Chinese pharmacopoeia 2015 edition 1 and 4

Inspection Item Standard Stipulations Inspection Results
Character It should be consistent with Radix Angelicae 1t is consistent with Radix Angelicae
Sinensis characters Sinensis
Microscopical Characteristic It should be consistent with the microscopic It is consistent with the microscopic
characteristics of Radix Angelicae Sinensis characteristics of Radix Angelicae
Sinensis
Thin Layer Chromatography Fluorescence spots of the same color should In the chromatogram of the sample, the
Identification appear in the sample chromatogram : fluorescence spots of the same color
corresponding to the chromatogram of the appeared on the corresponding
control herbs chromatogram of the control drug.
Foreign Matter <3.0% 1.3%
Moisture <15.0% 12.2%
Total Ash <7.0% 5.4%
Acid-Insoluble Ash <2.0% 0.4%
Extract =45.0% I 47.4%
- d
Residual Sulfur Dioxide <150mg/kg - 80mg/kg

Inspection Conclusion: After above inspection, the quality of this products pass the inspection.

Inspectors: Jinyue Cao Checker: Sisi Tian Verifier: Xin Tong



