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FE A FR s
ik 34 Kh701
Product Name L Lot No.
EF=HH / RHREER )
Manufacture Date Quantity
A &H
e / wEEH 2026.04.20
Retest Date Report Date
A H R
Inspection Iltems Full inspection
| R B AR LR NEE S
Items Specification Results
2 ERENESISRLER i N Fra e
Appearance White or off white powder Conforms
R ST K Fra e
Solubility Freely Soluble in water; Conforms
BROZE P ERE®
R GEE
Solution Clarity And . " RERE
Clera and colorless Conforms
Color
. AR i BT LA SR AT P 1 5 50 HER Py i — 3 .
ARSI o o T A
The infraed absorption spectrum of this sample should
Infrared Spectrum ) ] Conforms
be consistent with the reference spectrum
RHE -16.0°to -6.0° (E/K. EME F#)ii C=10mg/ml,H20)
Specific Optical Rotation -16.0°to -6.0°(anhydrous and sodium ion-free -10.7°
[a]%°p substance,C=10mg/ml,H20))
PR it VAR T W ) R B T 5 0 Rt VA VDR B I 1) — 3
WA K 5 The retention time of the principal peak of the test e
Identification By HPLC solutioncorresponds to that of the reference solution, as | Conforms
obtained in the Assty.
VN
ATR 4113.58+1.0Da fra e
Molecular lon Mass Conforms
Asp:0.9~1.1; Ser:2.7~3.3; Glu:4.5~5.5; Gly:3.6~4.4;
His:0.9~1.1; Arg:1.8~2.2; Thr:1.8~2.2; Ala:2.7~3.3;
HIR FFEHE
. = @ H . Aib:0.9~1.1; Tyr:0.9~1.1; Val:1.8~2.2; Lys:0.9~1.1 RERE
Amino Acid Analysis Conforms
lle:0.9~1.1; Leu:1.8~2.2; Phe:1.8~2.2
AEEA:Should be detected
ML 6.0~9.0 7.6
pH
K> M3t 8.0% 5 5o,
Water Content(KF) NMT 8.0% e
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AN AL 0.5%
. . . 0.2%
BRYIR single impurity:NMT0.5%
Related Substances (HPLC) A FEAME T 99.0% 99.3%
Purity not less than 99.0%
%%‘% 1.5%-4.0% 2.2%
Sodium lon
. %Q%EWﬁ. At 0.5%
High Molecular Weight /
. NMT 0.5%
species
R BEAF T 600ppm N.D
Dichloromethance NMT600ppm A
N,N-— H 2 I iz A1 880ppm N.D
N,N-dimethylformamide NMT880ppm EN o]
B B VA ZEA1S S 410ppm N.D
Residual Solvents(GC) Acetonitrile NMT 410ppm EN o]
FEZ 755 3000ppm N.D
Methanol NMT3000ppm ARA
FRESRUT Bk A 150 5000ppm N.D
Methy tert-buty ether NMT5000ppm A
HMEANER 131t 10EU/mg e sE
Bacterial Endotoxins NMT 10EU/mg Conforms
ZRMOIRE T AL 0.1% N.D
BIEEF Trifluoroacetate ion NMT 0.1% Ao H
Acid group ions R B 7 A5 0.1% N.D
Acetate ion NMT 0.1% A H

95.0%-105.0% 3%k JEEITHED

wE

Assay 95.0%-105.0%(Calculated with reference to the /

anhydrous and salt-free substance)

77 #E, WOLT-20CH5ChikfE

Storage Preserve in tight containers.Store at a temperature -20°C+5°C
g Fra e

Conclusion Conforms
QC: QA:




