CERTIFICATE OF ANALYSIS

Levocarnitine (L-Carnitine Base for injection)

Batch No.: DR20150719

Piece: 1000kg

Manufacture Date: 2015.07.19

Expiry Date: 2017.07.18

TESTS:
Items Specification Results
. White or almost white crystalline powder or White crystalline
Characteristics ) )
colorless crystal ,hygroscopic. powder,hygroscopic.
Freely soluble in water ,soluble in warm
Solubility ethanol (96%),practically in insoluble in Meet the requirement
acetone
Identification IR:Complies Complies
Assay (on dry basis) 98.0%~102.0% 98.3%
Specific Rotation -29.0°~-32.0° -31.0°
(anhydrous substance)
PH 6.5~8.5 7.6
Water Content <1.0% 0.85%
Acetone <5000ppm 58ppm
Residual Solvents Ethanol <5000ppm 452ppm
Methanol <3000ppm N.D
Heavy Metals <10ppm <10ppm
Chloride <200ppm <200ppm
Sulfate <300ppm <300ppm
Sulphated ash <0.1% 0.01%
Clarity of solution Clear Clear
Color of solution Colorless Colorless
Impurity A<0.5% 0.01%
Related substance . )
Any other impurity<0.1% 0.01%
Total plate count <1000cfu/g 30cfu/g
Yeast & mold <100cfu/g 10cfu/g
E.coli N,D N,D
Escherichia coli N,D N,D
Staphylococcus aureus N,D ND.
Bacterial endotoxin <0.1EU/mg
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Analyst:__Joe Yu

Checker: __Agnes Zhong

Add:1018 Guangyin Building No.42 E. Fengqi Road,Hangzhou,310012 China
Fax: +86-571- 85335020
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