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CERTIFICATE OF ANALYSIS
77 i R iR
Product name Insulin
CAS5
CAS No. 11070-73-8
it
Batch number Lot:N2410270028
EFHE ) o00at101 271 TR 202541026 1
Production date Expiring date
Standard Enterprise standard
adopted
Fr AT I H Jo AR S 25
Items of analysis Specification Results
s BL79 B 1 B s e 1 45 S P
appearance Shall be white or off white White crystalline powder
crystals
1EKS SEER LR BT
PR B AT T 5 i
R FE Almost insoluble in water and rraflE
solubility ethanol; Soluble in inorganic | Compliance with regulations
acid or sodium hydroxide
solution
B BN E WU 1SR i K]
o, A A VR T U 1 R B I
[FI) 755 50 Gt V3 06 1 R B
I ] — 3
In the chromatogram recorded
ORE IR 1] under the content DR B I i) — 2
retention time determination item, the Consistent retention time
retention time of the main peak
of the test solution should be
consistent with the retention
time of the main peak of the
reference solution
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A B B 18 6 R A TR
AT R Pt — 2

ks The peptide map of the test AR B
Peptide map sample should be consistent The peptide map is consistent
with that of the control sample
A1 AR R AR KT
H KR = M = 5
5.0%, :/H\:’ﬁijﬁﬁ?%;ﬂ EE’ETT{Fﬁ A21Hﬁ§\ﬂ%%%02%,
MR 1R T5.0% ot 11 23.3%

Related proteins

A21 deamination insulin shall
not be greater than 5.0%;
Other related proteins shall not
be greater than 5.0%

A21 deamination insulin 0.2%;
Other related proteins 3.3%

=T EER HEAGRKT1.0%
Macromolecular | The total amount shall not be 0.5%
protein greater than 1.0%
105°C e, WAHERES
. 10.0%
Lojsﬁgz%ing Dry at 105 C to constant 6.2%
weight, reduce weight loss by
<10.0%
TR, SEEAAETE
£ 0%
ZinG The zinc content shall not 0.4%
exceed 1.0% based on the dry
product
L EANF120.5% Z,150.00004%
Ether must not exceed 0.5% Ether 0.00004 %
RZ)%SI dﬁﬂgﬁ.c LA H530.5% 7,80.009%
solvent Ethanol shall not exceed 0.5% Ethanol 0.009%
I A5120.5% HiHH0.009%
Acetone shall not exceed 0.5% Aceton 0.009%
ﬁi#@ﬁi‘rﬁ !31 ngI’JfoTTTE' /[\:":15$"fj

biological activity

The potency per 1mg shall not
be less than 15 units

26u/mg

EE e
Content
determination

BB, SRR (B
iz R B 3D N A95.5% ~
105.0%

According to the dry product,
the content of insulin (including
deamination insulin) should be
95.5% ~ 105.0%

PrT24h28.4uimg; T T&E
97.9%
The dry titer was 28.4u/mg; Dry

content 97.9%
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Conclusion
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Quality inspector:

Yu Shi
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Auditor: Hong
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