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WM^^WM H I E R R O S A C A R A T O (b í íyAX 5 ^ d ( J ! p O L L A S X 5 M L C / U ) 
}tt^ Batch No.: W150901 0 M Date of IVlanufacture: 2015/09 

0 Date of Certificate: 2015/09/23 ^%im Date of Expiration: 2018/09 

C A S No.: / m^m^ ReportNo.: S{C070)150901 

standard: WM^^MWL^Wim. Iron Sucrose Injection (USP 37) 

^fflüE-§-íg Documentary Credit Number: 0100OCI704399 S:S:B3ffl Date of Issue: 151203 

Test Item Speclfication Result 

Appearance Brown-dark colloidal solution , 1:- Conforms 

m\ 
Identification 

A: ffe 
A: Iron Positive - Positive 
B: Ü f i f 
B: Sucrose 

i^^-tsms. ,„„„ 
Confbrms Conforms 

C: 'Jfl-m. • . • 
C: Molecular weight 

Mw=34,000~60,000 Da 
MN>24,000 Da 
MW/MN <1.7 ¡ « , 

M„: 43179 
MN: 29688 
M , V M N : 1.5 

Specific gravity 
1.135-1.165(20-0) 1.150 

í!t;/±í 
Turbidlty 

4 .4 -5 .3 4.9 

m& 
Alkallnity(mL 0.1 N hydrochioric 
acid VS/mL injection) 

0.5-0.8ml 0.7ml 

PH 10.5~11.1 (20'C) 10.8 

Osmolarity 
1150~1350 mOsmol/L 1320 mOsm/L 

- Í K Í Í - TSFe (II) W F e (III) W g ^ t l 
Absence of low molecular weight Fe 
(II) and Fe (III) complexes 

In the polarograms obtained in the test 
for Limit of iron(II), no additional peaks 
are found 

Conforms 

Limit of iron (II) 
<0.4% (W/V) 0.3% 

Content of Chioride 
0.012%-0.025% 0.018% * * 

Bacterial endotoxins 
< 0.5EU/mg Fe 

Conforms 

Particulate matter 
m%mmm ( 1 / 4 0 ) , mnmm^^m 
Dilute injection(l/40), solution meets tlie 
requirements 

Conforms 

Average Volume Not less than deciared volume(5ml) Conforms 

%m 
Sterility test Sterlie Conforms 

mm 
Assay for Sucrose 

260~340mg/ml 279 mg/ml 

Assay for Iron 95.0%~105.0% « 1 1 97.5%^ 

^ife; : îg.j$i;^^aM?SMa:fe?e c u s p a ? ) 1 ^ ^ , ^m^m-^ 
Conclusions: This product conforms to USP37. 
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