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PR SE fill Bk 34 JiK 5 Kh701
Product Name Lot No.
A=A ) RIRER )
Manufacture Date Quantity
HH A / & HH 2026.04.20
Retest Date Report Date
= e =] YA
Inspection Items Full inspection
Wi H I ¢S KR
Items Specification Results
2 EREE TSR IS FEEE
Appearance White or off white powder Conforms
B T K FFEE
Solubility Freely Soluble in water; Conforms
VWE T BB To % i FFELE
Solution Clarity And Color Clera and colorless Conforms
o7 b AR it B2 A0 M IR AT i 1 1 5 0 HEE D P i — 3 e
Infrared Spectrum The infraed ab.sorptloI? spectrum of this sample should be Conforms
consistent with the reference spectrum
WL -16.0°t0 -6.0° (7K. LB T C=10mg/ml,H.0)
Specific Optical Rotation -16.0°to -6.0°(anhydrous and sodium ion-free -10.7°
[a]*p substance,C=10mg/ml,H>0))
AR VR WA 0 DR B I 1) 5 0o Rt VR R B I T — 3
VROAH €238 % 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 theﬁety WM 7o \
ST “”f@ﬁ&& ﬁgg el
Molecular Ion Mass Conforms
Asp:0.9~1.1; Ser:2.7-3. 3 NES 9 5’%5& ﬁﬂ}l
R His.:0.9~1.1; Arg:1.8~2. 2 8~22; \Ala: 257"3 3; SN,
Amino Acid Analysis AIb:0.9~1.1s Tyr:0.9~1. 1 1822 Lysg Conforms
Te:0.9~1.1; Leu:l SNO'PBQ 4«&%
AEEA:Should be detected
@:TI)E 6.0~9.0 7.6
Koy AT 8.0% s 50
Water Content(KF) NMT 8.0%
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AR AR 0.5%
‘ Co 0.2%
YR single impurity:NMT0.5%
Related Substances (HPLC) AEAMLT 99.0% 99 39,
Purity not less than 99.0%
Lkl 1.5%-4.0% 2.2%
Sodium Ion
" TEYR A3 0.5% /
High Molecular Weight species NMT 0.5%
“E A BEAIE 600ppm N.D
Dichloromethance NMT600ppm A H
N,N- = A 5 e /49 5 880ppm N.D
N,N-dimethylformamide NMT880ppm A H
sz pesil JEAAFIL 410ppm N.D
Residual Solvents(GC) Acetonitrile NMT 410ppm A H
H EE A5 3T 3000ppm N.D
Methanol NMT3000ppm A H
FHESRUT AN Sd 5000ppm N.D
Methy tert-buty ether NMT5000ppm ARA
MEHNER A5 10EU/mg e e
Bacterial Endotoxins NMT 10EU/mg Conforms
=R ORE A W N.D
BB E ¥ Trifluoroacetate NB),RT M%j ;’\ A H
Acid group ions W R 25 ?[ 1% %\ N.D
Acetate 1§ n%?T O.I‘V % ‘ EN o]

95.0%-105.0% (¥

N B BN
- e/
95.0%-105.0%(Calcul e\éﬁhh reference W /
Assay
anhydrous and saltsfeg, substance),,. 25
< T .
{i2e TR KA Sy
Storage Preserve in tight containers.Store at a temperature -20°C =5°C

& Fra e

Conclusion Conforms

QC:

QA:




