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Certificate of Analysis-Phentolamine mesilate

	CAS：65-28-1

	Batch Number: FTF0240315   Batch Quantity: 800kg        

	Manufacture Date: Mar.15th,2024  Analysis Date:Mar.16th,2024 Certificate Date: Mar.17th,2024          


	Storage    Store in cool & dry place. Store in well-closed containers.

	Shelf life   3years when properly stored.


	Item
	Specification
	Results

	Assay( HPLC)
	98%-102%
	99.6%

	Appearance
	White powder
	Confirms

	Identification
	Positive
	Positive

	Melting Point
	180~200℃
	180~182℃

	Particle size(pass 0.28mm standard sieve)
	180min
	220

	The number of total bacteria
	≤9000cfu/g
	5000cfu/g

	Streptomyces
	Negative
	Negative

	Escherichia Coli
	Negative
	Negative

	Saccharomycetes
	Negative
	Negative

	Salmonella
	Negative
	Negative

	Relative Substances
	Single impurity   ≤0.5%
	Confirms

	
	Total Impurity    ≤1.0%
	Confirms

	
	Disregard limit    0.05%
	Confirms

	Lossing on Drying
	≤0.5%
	0.3%

	Residue on Ignition
	≤0.1%
	0.04%
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Heavy Metals as Pb(ppm)
	≤10ppm
	6ppm


Conclusion：Conform with enterprise specification .                     

