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Specifications

6 &5 SR
Results

PEAR

character

oA BB [ B R
It shall be white or off white
powder

SRENi7S
White powder

a0 (1)
Identification (1)

E 2 B E TR sk il B, it
T i VAR T U B R B IS T) V  0F e
pits VAR VIR = 0 (1) O B IS ) — B
In the chromatogram recorded
under the content determination
item, the retention time of the
main peak of the test solution
should be consistent with that of
the control solution.
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Compliance
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Identification (2)
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The peptide map of the test
solution should be consistent
with that of the reference
solution
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Compliance

B/

Related substances

A21 RN RS 2. 0%
A21 deaminated human insulin
should not exceed 2. 0%

0. 2%

HoAth 44 G AR 2 AR 2. 0%
The sum of peak areas of other
impurities shall not exceed

0. 8%

HEEFT AR 0. 1%
Single chain precursors should
not exceed 0. 1%

0.01%

=l A =B
High molecular
protein

A 1.0%
Not more than 1. 0%

0.2%
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THRE

A& 10. 0%

. 2. 2%
Loss on drying No more than 10. 0%
: Ing HENAEAT 15 Hifir e
Y H me RN 29 Hfi /mg
) ] o The potency per 1mg shall not be 99 lts /
biological activity less than 15 units units / mg
B B2 K 43 A5t 2. 5% 0. 6
Sulphate ash No more than 2.5% o
TS, S8 (n) ARSI 1. 0%
B The content of zinc (Zn) should 0. 5
zinc not exceed 1.0% according to the o0
dry product
18 3 e 300cf
‘ﬁﬂéE%@KEE? ' At cfu/g <100cfu/g
microbial limit No more than 300cfu/g
HpE N = N./NF 10EU/m FFE e
Bacterial endotoxin It should be less than 10eu / m Compliance
PR A B ik B s o .
o . Y A135id 10ng/m Frar e
acterial protein g
. No more than 10NG / M Compliance
residue
FEEANTS 3 3000ppm AR H
Methanol shall not exceed 3000ppm | Not detected
Bk B 5 5 ZEEA1E3E 5000pp Ak
Residual solvents Ethanol should not exceed 5000pp | Not detected
ZIEATSIE 410ppm
Acetonitrile shall not exceed 410 10ppm
ppm
M, SEANES R (B
A21 BENBEER) A
SE 95. 0% 105. 0%
=
cont The content of recombinant human 100. 6%
insulin (including A21 deaminated
human insulin) should be 95. 0% ~
105. 0% based on dry product
LEs A A2t 554 Ph. Eur “InsulinHuman” i 5E
- ; The test results of this product meet the
conclusion

requirements of Ph. Eur “insulin human”
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