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CERTIFICATE OF ANALYSIS
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Controlled according to specification

SPE-40000-02

Product
Solveco Steril 70

Article Code

Package Size

Number of packages released

1047 1000 ml 1393
Batch Number Manufacturing Date Expiry Date
1100226 2019-05-13 2021-04
Tests Methods Specification Results
UV-absorbing impurities Ph Eur <0,40 at 240 nm 0,11
<0,30 at 250-260 nm 0,04
<0,10 at 270-340 nm 0,01
Residue on evaporation ? Ph Eur <0,025 mg/ml <0,025 mg/ml
Appearance ) Ph Eur Clear and colourless Approved
Relative density " ASTM D 4052 | 0,8850-0,8900 0,8880
(Ph Eur)
Ethanol % V/V * Calculated from 68,9-70,9 % V/V 69,66 % V/V
Relative density
Sterility test® Ph Eur Sterile Pass
Particulate matter? > 10 um Ph Eur < 25 part/ml <25 part/ml
> 25 um < 3 part/ml <3 part/ml
Methanol? GC, Ph Eur <200 ppm V/V <200 ppm (V/V)'
Benzene? GC, Ph Eur <2 ppm V/V <2 ppm (V/V)’
Acetaldehyde + acetal® GC, Ph Eur <10 ppm V/V <10 ppm (V/V)’
Total of other impurities?) GC, Ph Eur <300 ppm V/V <300 ppm (V/V)"
3 Controls performed at Toxicon AB, report No. K190599-1/-2
®) Controls performed at Mikrolab Stockholm AB, report No. K1903348-00
" Results on water-free basis report No. K190308-1
" Controls performed at Novelmedic AB, report No. A1301900/A1301901
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