安徽海康药业有限责任公司
ANHUI HAIKANG PHARMACEUTICAL CO., LTD
检  验  报  告  单

CERTIFICATE    OF    ANALYSIS
[image: image1.png]


Product：GANCICLOVIR 

CAS：82410-32-0

Molecular Structure：
	Formula
	C9H13N504
	Source
	Our Workshop

	Lot No 
	20160606
	 Manu Date
	  JUN.06.2016

	Analysis Date
	JUN.06.2016
	 Report Date
	JUN.07.2016

	Package      
	25Kg/DRUM
	 Quantity
	500kg

	Storage Condition
	Preserve in tight containers , store at a temperature 15℃-30℃

	Quality Standard
	USP35

	ITEMS
	SPECIFICATIONS
	RESULTS

	Description
	White crystalline odorless powder
	Conform

	Identification
	1.IR vs standard：The IR absorption spectrum of the preparation of the test specimen exhibits maxima only at the same wavelengths as that of a similar preparation of the standard .

2.UV vs standard：The UV absorption spectra of the test solution and the standard solution exhibit maxima and minima at the same wavelengths.
	Conform



	Solubility
	Very slightly soluble in water 
	Conform

	Assay
	Not less than 98.0% and not more than 102.0% on dried basis
	99.65%

	Related substances
	Nomorethan0.5%ganciclovir

related compound A

No more than 1.5% for total impurities
	0.23%

0.35%

	Organic remain
	Nomorethan0.3%carbinol

Nomorethan0.088%DMF

Nomorethan0.006%chloroform
	0.16%

0.027%

0.003%

	Water
	No more than 6.0%
	1.85%

	Heavy metals
	Not more than 0.002%
	Conform

	Residue on ignition
	Not more than 0.1%
	0.01%

	Bacterial endotoxins
	0.3EUndotoxin Unit per mg
	＜0.3EU/mg

	Absorption index
	E1%1cm516~548
	E1%1cm531

	Microorganism
	Total bacterial count： max 100UFC/gram

Fungus and /orYeast ：max 10UFC/gram

Pathogens search：

E.coli： absent

P.aerugmosa： absent

S.aureus ：absent

Salmonella：absent
	Conform



	Expiration Date   
	JUN.05.2018

	Results                
	  Conform to the requirements of USP35
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