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Certificate of analysis

e C7695 14 il &= CAS 116094-23-6
A A H 2025-03-06 RIS R 2027-03-05
HATIRAE : MV bR v
SR B _ ‘
SPECIFICATION BoRiEA N
STANDARD RESULTS
PROPERTIES
Description White or almost white powder White powder
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The retention time of major
peak of sample solution
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Identification 1 by standard solution, as Conform
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The chromatographic profile
o ) of sample solution
Identlflcat1on'2 by shouldcorrespond to that of Conform
Peptide Mapping . o
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High Molecular Weight
Protein NMT 0. 5% 0. 02%
o TEEER
Loss on Drying NMT 10, 0% 2 0%
Tk
Residue on Ignition
X NMT 6. 0% 0. 60%
yQp 25 R
Zinc NMT 1. 0% 0. 30%
£
Related Substances |BogisoAsp insulin aspart : NMT 0. 09%
AR 0. 3%
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0. 3%

B28isohsp [ 1AMERZ: Al
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= ANEE 1L 0%

Total of AyAsp insulin

aspart, BsAsp insulin aspart,

insulin aspart: NMT 1. 0%
A21Asp 142 B3Asp 1%
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0. 12%

NMT 1. 0%

Total of other Impurities:

HAh . AR 1. 0%

0. 16%

BElR: AL 5000 ppm

Acetic acid: NMT 5000 ppm

Not detected

A 2]
TFA: NMT 5000 ppm Not detected
Residual Solvents TFA: ANjEId 5000 ppm AW £
% BB ) Citric acid: NMT 5000 ppm 149ppm
FAEER: IS 5000 ppm
Acetonitrile NMT 410 ppm 5 ppm
CIEAKE 410 ppm
Bacterial Endotoxins Conform
o NMT 10 EU/mg 9N
) o1 Lim Total aerobic count does not Conf
Ml?%&;ﬁzgéégut exceed 300 CFU/g (;;é:m
T A TN E I 300
CFU/g
Biological Activity NLT 15U/mg Conform
A iEE it
Residual Host Cell Conf
Protein NMT 10 ng/mg ontorm
S A ZATTIN
Residual Host Cell DNA
5 57 2 411 DNA NMT 10 ng/1. 5mg

Assay by HPLC
HPLC il %

90. 0% 104. 0% (calculated on
dried basis)

90. 0% 104. 0% (FZF3=it50D)

QA: FHIKUK

QC: Ut



