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Certificate of analysis

—deamidated

HHANEE R
i Human Insulin, CAS 11061-68-0
Solution
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.. This product is white or off- .
Description white powder White powder
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In the chromatogram recorded St AT e
w1 under the Assay item, the COJSi?szizth
Identificationd retention /time of the main . .
peak of the test solution specification
shall be consistent with that
of the reference solution,
and the absolute difference
in retention time shall not
exceed 0.5 min
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ZAKTE<0. 5min
P The geptide map of thg test ﬁ?f?ﬁﬂﬁ;
Tdentificationll solution shall be consistent Complies with
with that of the reference specification
solution, and the absolute
difference in retention time
shall not exceed 0.5 min
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human insulin shall not
exceed 1.0%

FAhZem (B A2 1 BN S
RUVANR D W AR 2 AN <
1. 0%

Total peak area of other 0.22%
impurities (excluding Az 1+ —
deamidated human insulin)
shall not exceed 1. 0%
PREA I T] /ST N R B 2R R 1) B
AUIEHR Z RN <1. 0%
A op =2
) 73 T R ) Total area of all peaks with .
High Molecular Weight ) . b h 0.04%
Proteins retention time shorter than
the main peak of human
insulin shall not exceed 1.0%
Tk EH N <<10. 0% v
Loss on Drying Shall not exceed 10..0% -
YSYAL5 ity W <2..0% .,
Residue on Ignition Shall not exceed 2. 0% -0
o WA 0% .
Zinc Shall not exceed 1.0% 0. 38%
e S T g
” i 2 P BV << 300¢fu/
PR i W 4N
Microbial Limit Total aerobic mierobial count <{10cfu/g
shall not exceed 300 cfu/g
HE N2 M < 10EU/mg
. . <10EU/mg
Bacterial Endotoxins | Shall be less than 10 EU/mg
P AR SN
Host Cell Protein 0. 09ng/mg
Resi Shall not exceed 10 ng/mg
esidue

153 DNA Wk &
Host DNA Residue

M <10ng/1. bmg
Shall not exceed 10 ng/1.5 mg

7X10" 4 ng/l.5mg

B FIT A M <10ng/mg 0. 5ne/m
Single—chain Precursor| Shall not exceed 10 ng/mg $ONe/ms
s =15 HAL /m
i y

Biological Activity

Shall be no less than 15
Units/mg

27.7 Units/mg

N R & LR T 5
N-terminal Amino Acid
Sequence

A N - K 15 DMRIEFRR TS
: Gly—-Ile-Val-Glu—-Gln—Cys—Cys
—Thr—Ser—I1le—Cys—Ser—-Leu-Tyr—
GIn; N-terminal 15 amino acid
sequence of A chain: Gly—-Ile-
Val-Glu—-Gln—-Cys—Cys—Thr—-Ser-—
Ile—Cys—Ser-Leu-Tyr—Gln;
B 8 N K 15 MRIERFH:
Phe-Val-Asn—-Gln-His-Leu—Cys—
Gly—-Ser-His-Leu—Val-Glu—Ala-

A BE N - R 15 Mk
W27 %4: Gly-Ile-Val-Glu
—Gln—Cys—Cys—Thr—-Ser-—
Ile-Cys—Ser-Leu-Tyr—
GIn; N-terminal 15
amino acid sequence of
A chain: Gly-Ile-Val-
Glu—Gln—Cys—Cys—Thr—-Ser
—Ile-Cys—Ser-Leu-Tyr—
Gln;

Leu N-terminal 15 amino acid

B # N Kui 15 MNE AR




sequence of B chain: Phe-Val-
Asn—Gln-His-Leu—Cys—Gly—Ser-
His-Leu—Val-Glu—-Ala-Leu

J¥%): Phe-Val-Asn—Gln-
His-Leu—Cys—Gly—Ser-His
-Leu—Val-Glu—Ala-Leu N-
terminal 15 amino acid
sequence of B chain:
Phe-Val-Asn—-Gln-His—Leu
—Cys—Gly—Ser-His-Leu-
Val-Glu—-Ala-Leu

LIV J% <410ppm 46ppn
Acetonitrile Residual Not more than 410 ppm
T 5000ppm 4. 2317ppm
G WA L Acetic acid: not more than Acetie acid: 2317 ppm
Acetic Acid & 5000 ppm
Trifluoroacetic Acid =R <5000ppm =& LR AR H
Residual Trifluoroacetic acid: not |[Trifluoroacetic acid:
more than 5000 ppm Not' Detected
AR, SARSER (F
Fi oA+ WA ZR) NA
95. 0% 105. 0%
S Calculated on dried basis,
. : 99. 2%
Assay the content of human insulin

(including A2 1+ —deamidated
human insulin) shall be
between 95. 0% and 105. 0%
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