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CERTIFICATE OF ANALYSIS

                                             化 验 报 告 单  
	品名
Name
	盐酸达克罗宁
Dyclonine hydrochloride
	Mfg.date
	2017.01.05

	批号
Batch No.
	20170105
	Retest. Date
	2019.01.04

	ITEMS
	QUALITY STANDARDS
	RESULTS

	Description 性状
	White or almost power
白色或类白色粉末
	White power 

白色粉末

	Solubility 溶解性
	Soluble in water, ethanol, acetone, and trichloromethane

在水、乙醇、丙酮及三氯甲烷中溶解
	Complies

符合规定

	鉴别
Identification
	红外图谱应与对照品的图谱一致
By IR absorption, To match with working standard
	Complies

	
	应显氯化物的鉴别反应
Should identify significant chloride reaction
	Complies

	熔点
Melting range
	173.8℃～178℃
	173℃～175℃

	PH
	4.0～7.0
	6.51

	灼烧残渣
Residue on ignition
	≤0.2%
	0.04%

	干燥失重
loss on drying
	≤1.0%
	0.06%

	残留溶剂
Residual Solvents


	1-溴丁烷 1-bromobutaneEthanol≤0.12%
	Not detected

	
	丙酮Acetone≤0.5%
	Not detected

	
	乙酸乙酯ethyl acetate≤0.5%
	Not detected

	
	异丙醇isopropanol≤0.5%
	0.018%

	含量
Assay
	98～102.0%
	100.19%

	结论
Conclusion
	The Sample Complies With Specification of USP39


