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SPECIFICATION STANDARD RESULTS
PROPERTIES
Description White or almost white powder White powder
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The chromatographic profile
o ) of sample solution
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High Molecular Weight
Protein NMT 0. 5% 0. 02%
o TEEHR
Loss on Drying
o NMT 10. 0% 2. 0%
TR E ! !
Residue on Ignition
. NMT 6. 0% 0. 60%
yQp 2 R ’ ’
Z;QC NMT 1. 0% 0. 30%
Related Substances By ,Asp insulin aspart : NMT 0. 09%
H HH5 0. 3% '
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Total of Ay Asp insulin

aspart, BsAsp insulin aspart,

Baisohsp 0. 12%
insulin aspart: NMT 1.0% '
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Total of other Impurities:
NMT 1. 0% 0..16%

FAth e S AL 0%

Acetic acid: NMT 5000 ppm

Not detected

BEER: AS#EEIE5000 ppm A 2]
TFA: NMT 5000 ppm Not detected
Residual Solvents TFA: ANiEE45000 ppm A I 2|
Bk B8 v 7 Citric acid: NMT 5000 ppm A
FAEER: AEHIES000 ppm PP
Acetonitrile NMT 410 ppm P
AR HIEAL0 ppm i
Bacterial Endotoxins Conform
NMT 10 EU/m e
%% g (ke
Microbial Limit Total aerobic count does not Conform
1 Ay L exceed 300 CFU/g it
> AT BR300 CRU/g
Biological Activity Conform
. NLT 15U/m -
T 1 . e
Residuad Host Cell Conform
Protein NMT /10 ng/mg PN
SREE X R G e
Residual HostCell DNA Conform
90. 0% 104. 0% (calculated on
Assay by HPLC dried basis) 99. 3%
HPLCI 52 o

90. 0% 104. 0% (FZ3=it50)
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