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 CERTIFICATE OF ANALYSIS
	Product name

产品名称
	Biliverdin Hydrochloride
胆绿素盐酸盐
	Standard 
标准
	Enterprise 
企标

	生产时间
	2022.10.18
	有效期
	2024.10.17

	CAS No.

CAS号
	55482-27-4
	Batch No.

批号
	GBBF20220005


	Test

检测
	Result

结果

	Appearance

外观
	Ink green powder

墨绿色粉末

	NMR spectrum

核磁谱
	Complies with structure

结构确认

	Solubility (10mg/mL DMSO)
溶解性
	Clear green solution
绿色透明溶液

	Purity by TLC
纯度
	99%

	Assay by HPLC

含量
	98%

	Store 
保藏 
	室温避光


Director: GD Wang                       Analyzer: XL Li                     Checker: Q Sun    



Product�
Orlistat�
�
Batch Number�
20160910�
Quantity�
300kg�
�
Specification�
20kg/drum�
Test Date�
2016.09.25�
�
Production Date�
2016.09.25�
Expiry Date�
2019.09.24�
�



Test Item�
Specification�
Result�
�
Appearance�
White or almost white crystalline powder�
Conforms�
�
Specific Rotation�
-48.0° ~ -51.0°(on the anhydrous ,solvent-free basis )�
-49.30°�
�
Identification�
The result of HPLC is consistent to the reference one.


The result of IR consistent to the reference one�
Conforms�
�
Solubility�
Freely soluble in chloroform;very soluble in methanol and in alcohol;practically insoluble in water�
Conforms�
�
Related Substances�
�
Total impurities�
Not more than 1.0%�
0.4%�
�
Individual unidentified inpurity�
Not more than 0.1%�
0.02%�
�
Relate compound A(byHPLC)�
Not more than 0.2%�
Conforms�
�
Relate compound B(by GC)�
Not more than 0.05%�
Conforms�
�
Relate compound C(by HPLC)


Formylleucine


Open ring epimer


D-Leucine�
Not more than 0.05%


Not more than 0.2%


Not more than 0.2%


Not more than 0.2%�
Conforms


Conforms


Conforms


Conforms�
�
Relate compound D(by HPLC)


Open ring amide�
Not more than 0.2%


Not more than 0.1%�
Conforms


Conforms�
�
Relate compound E(byHPLC)�
Not more than 0.2%�
Conforms�
�
Residual solvents (by GC)�
�
1.Methylene chloride


2.Methanol


3.Tetrahydrofuran


4.n-Hexane


5.Hexane technical components(except n-Hexane)


6.Total of n-Hexane and Hexane technical components�
Maximum 100 ppm


Maximum 1000ppm


Maximum 720 ppm


Maximum 1500ppm


Maximum 2000ppm








Maximum 3000ppm�
20ppm�
�
�
�
100ppm�
�
�
�
0ppm�
�
�
�
200ppm�
�
�
�
80ppm�
�
�
�
280ppm�
�
Water Determination�
Not more than 0.2%�
 0.05%�
�
Residue on ignition�
Not more than 0.1%�
 0.08%�
�
Heavy metal�
Not more than 20ppm�
Conforms�
�
Assay�
98%-101.5%(on the anhydrous,solvent-free basis)�
 99.8%�
�
CONCLUSION: This product conforms with USP38 and In-house specification�
�
Checker:                                          Reporter:


Date:                                              Date:
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