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Certificate of analysis

HHANREER
i %4 Insulin, Human CAS 11061-68-0
Recombinant
ig=) D11080 IRV 0K20250920P
A= H 2025-09-20 S H 2027-09-19
PAThRAE « AMb bRt
S H
BARTER SEMEER
SPECIFICATION
STANDARD RESULTS
PROPERTIES
Description White or almost white powder White powder
ik SRS R RS RGN T H R R
The retention time of major peak
of sample solution should
Identification 1 by | correspond to that of standard Conform
Assay solution, as obtained in Assay ey
e & e P il VA1) 32 Ve O B B[] 97 5 A v v
TP 2 UG LR B B TR AHDOT 2, G 7
HAS 2111
The chromatographic profile of
sample solution should correspon
Identification 2 by to that of standard solution Conform
Peptide Mapping  |FF S VAR (i 51 TR B 5 AR R I VA GiRsy
JEE S 5E 2 X Wi
High Molecular Weight
Protein NMT 1. 0% 0. 08%
T EEER
Loss on Drying
T4 R NMT  10. 0% 1. 8%
Residue on Ignitior
MUK ERIER ) NMT 2. 0% 1. 3%
Zinc
B NMT 1. 0% 0. 39%
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AziAsp insulin human:NMT 1. 0%

1 >, . 0, 0,
Related Substances AziAsp ANJFEEZ :NMT 1.0% 0. 05%
EB S Total of other Impurities:NMT 1. 0%
HoAh A% 5L & NMT 1. 0% 0. 16%
Acetic acid:NMT 5000 ppm 2080 ppm

Residual Solvents

% - NMT 5000 ppm

TFA:NMT 5000 ppm
TFA:NMT 5000 ppm

Not detected
B R 2

Citric acid:NMT 5000 ppm

Not detected

eebesil FFEEER :NMT 5000ppm A K 2
Ethanol NMT 5000 ppm 5 ppm
T NMT 5000ppm
Acetonitrile NMT 410 ppm 22 ppm
LM NMT 410 ppm
Bacterial Endotoxins Conform
AR I NMT 10 EU/mg e
Microbial Limit Total aerobic count does not Conform
WAEYIIR exceed 100 CFU/g ey
SAA ML 100 CFU/g
Biological Activity Conform
A E NLT  15U/mg ey
Residual Host Cell Conform
Protein NMT 10 ng/mg e
BREHTE LA A
Residual Host Cell DNA Conform
T E4f % DNA NMT 10 ng/1. 5mg e
Assay by HPLC 95. 0% 105. 0% (calculated on dried
HPLC € basis) Conform
95. 0% 105. 0% ( #% T =115 ) fFE

W WERNRA TR FIEERA TR, 6 RR, FEREM.

QA : *i ‘/JJ( w(

Huhk:

QC: ik

EFEWEEXEEFE 7 SHMRANLREB FE 327, HF4%:100080
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